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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Rural Housing Service

Rural Business Cooperative Service
Rural Utilities Service

Farm Service Agency

7 CFR Part 1942

Associations—Community Facilities
Loans

AGENCY: Rural Housing Service, USDA.
ACTION: Final rule.

SUMMARY: The Rural Housing Service
(RHS) hereby amends the regulations
utilized to administer the Community
Facilities loan program to remove
administrative requirements and the
requirement to complete Forms RD
1942-14, 1942—43, and 1942-45 from
Federal regulations. Forms RD 1942-14,
1942-43, and 194245 are completed by
Federal employees processing loan
requests to summarize information
concerning project feasibility. Removal
of the forms from the regulation will
allow us to consolidate the forms and
print a specialized project summary for
each project from information entered
into the Rural Development automated
system.

EFFECTIVE DATE: September 27, 2002.
FOR FURTHER INFORMATION CONTACT: Dan
Spieldenner, Community Programs
Senior Loan specialist, Rural Housing
Service, U.S. Department of Agriculture,
STOP 0787, 1400 Independence Avenue
SW., Washington, DC 202500787,
telephone: (202) 720-9700.
SUPPLEMENTARY INFORMATION:

Classification

This action is not subject to the
provisions of Executive Order 12866
since it involves only internal Agency
management. This action is not

published for proposed rulemaking
because it involves only internal Agency
management and publication for notice
and comment is not necessary.

Programs Affected

The Catalog of Federal Domestic
Assistance Program impacted by this
action is 10.766, Community Facilities
Loans and Grants.

Intergovernmental Review

These loans are subject to the
provisions of Executive Order 12372,
which require intergovernmental
consultation with State and local
officials. RHS conducts
intergovernmental consultations for
each loan in the manner delineated in
7 CFR, part 3015 subpart V.

Civil Justice Reform

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. In accordance with this
rule: (1) All State and local laws and
regulations that are in conflict with this
rule will be preempted; (2) except as
expressively provided in the regulation,
no retroactive effect will be given to this
rule; and (3) administrative proceedings
of the National Appeals Division (7 CFR
part 11) must be exhausted before
bringing suit in court challenging action
taken under this rule.

Environmental Impact Statement

The action has been reviewed in
accordance with 7 CFR part 1940,
subpart G, “Environmental Program.”
The Agency has determined that this
action does not constitute a major
Federal action significantly affecting the
quality of the human environment and,
in accordance with the National
Environmental Policy Act of 1969, 42
U.S.C. 4321 et seq., an Environmental
Impact Statement is not required.

Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), 2 U.S.C.
chapters 17A and 25, established
requirements for Federal agencies to
assess the effects of their regulatory
actions on State, local, and tribal
governments and the private sector.
Under section 202 of the UMRA, RHS
generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with Federal mandates that may result
in expenditures to State, local, or tribal

governments, in the aggregate, or to the
private sector, of $100 million or more
in any 1 year. When such a statement
is needed for a rule, section 205 of the
UMRA generally requires RHS to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective, or least burdensome
alternative that achieves the objectives
of the rule. This rule contains no
Federal mandates (under the regulatory
provisions of title I of the UMRA) for
State, local, and tribal governments or
the private sector. Therefore, this rule is
not subject to the requirements of
sections 202 and 205 of the UMRA.

Regulatory Flexibility Act

This rule has been reviewed with
regard to the requirements of the
Regulatory Flexibility Act (5 U.S.C.
601-612). The undersigned has
determined and certified by signature of
this document that this rule will not
have a significant economic impact on
a substantial number of small entities
since this rulemaking action does not
involve a new or expanded program.

Implementation

It is the policy of this Department that
rules relating to public property, loans,
grants, benefits, or contracts shall
comply with 5 U.S.C. 553,
notwithstanding the exemption of that
section with respect to such rules. This
action is not published for proposed
rulemaking because it involves only
internal Agency management and
publication for notice and comment is
unnecessary.

Paperwork Reduction Act

The information collection and
recordkeeping requirements contained
in this regulation have been approved
by the Office of Management and
Budget (OMB) under the provisions of
44 U.S.C. chapter 35 and were assigned
OMB control number 0575-0015 in
accordance with the Paperwork
Reduction Act of 1995. Under the
Paperwork Reduction Act of 1955, no
person is required to respond to a
collection of information unless it
displays a valid OMB control number.
This final rule does not impose any new
information or recordkeeping
requirements.
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Discussion

The Agency has determined that
internal administrative forms completed
by Agency employees are not subject to
Federal regulatory requirements when
information is obtained from other
OMB-approved forms. Removal of
administrative processing requirements
and administrative forms will improve
our ability to modernize our
documentation process used to
determine project feasibility and
eligibility for program funding. We are
developing a customized project
summary for each project with our
automated system to replace Forms RD
1942-14, 1942—-43, and 1942-45.

List of Subjects in 7 CFR Part 1942

Community Development,
Community Facilities, Loan programs—
Housing and Community Development,
Loan security, Rural areas, Waste
treatment and disposal—Domestic,
Water supply—Domestic.

PART 1942—ASSOCIATIONS

1. The authority citation for part 1942
continues to read as follows:

Authority: 5 U.S.C. 301; 7 U.S.C. 1932; 7
U.S.C. 1989; 16 U.S.C. 1005.

Subpart A—Community Facilities
Loans

2. Section 1942.5 is amended by
revising paragraphs (a)(1), introductory,
(a)(2), (a)(3), (b)(1)(i))(C), the
introductory text of (c) and paragraph
(c)(3) to read as follows:

§1942.5 Application review and approval.

(a) * x %

(1) The Rural Development manager
will complete the project summary,
including written analysis and
recommendations, and will prepare a
draft letter of conditions listing all the
requirements that the applicant must
agree to meet within a specific time.

* * * * *

(2) The State staff engineer or
architect, as appropriate, will include a
written analysis and recommendations
on the project summary.

(1) The Chief, Community Programs
or Community and Business Programs,
will review the assembled application
and include in the project summary a
written analysis and recommendations,
including the availability of other credit
and other eligibility determinations. The
draft letter of conditions will be
reviewed and any necessary
modifications made.

(b) * * *

(1) * k%

(ii)* EE

(C) Community Facilities Project
Summary.

(c) For all applications. All letters of
conditions will be addressed to the
applicant, signed by the Rural
Development Manager or other Agency
representative designated by the State
Director, and delivered to the applicant.
Upon signing the letter of conditions,
the Rural Development Manager will
send two copies of the letter of
conditions and two copies of the project
summary to the State Director. The State
Director will immediately send one
copy of the project summary and a copy
of the letter of conditions to the
National Office, Attention: Community
Programs. The Rural Development
Manager, with assistance as needed
from the State Office, will discuss the
requirements of the letter of conditions
with the applicant’s representatives and
afford them an opportunity to execute
Form RD 1942—46.

* * * * *

(3) If the applicant accepts the letter
of conditions, the Rural Development
Manager will forward the executed
Form RD 1942-46 and a signed and an
unsigned copy of Form RD 1940-1 to
the State Director.

* * * * *

3. Section 1942.17(f) is amended by
revising paragraph (f)(1) to read as
follows:

§1942.17 Community facilities.

* * * * *

(f) * * *—(1) General. Each loan will
bear interest at the rate prescribed in RD
Instruction 440.1, exhibit B (available in
any Rural Development office). The
interest rates will be set by Rural
Development at least for each quarter of
the fiscal year. All rates will be adjusted
to the nearest one-eighth of 1 percent.
The applicant may submit a written
request prior to loan closing that the
interest rate charged on the loan be the
lower of the rate in effect at the time of
loan approval or the rate in effect at the
time of loan closing. If the interest rate
is to be that in effect at loan closing, the
interest rate charged on a loan involving
multiple advances of Rural
Development funds, using temporary
debt instruments, shall be that in effect
on the date when the first temporary
debt instrument is issued. If no written
request is received from the applicant
prior to loan closing, the interest rate
charged on the loan will be the rate in
effect at the time of loan approval.

* * * * *

Subpart C—Fire and Rescue Loans

§1942.108 [Amended]

4. Section 1942.108(b) is removed and
reserved.

Dated: September 20, 2002.
Arthur A. Garcia,
Administrator, Rural Housing Service.
[FR Doc. 02—24621 Filed 9—-26—-02; 8:45 am)]
BILLING CODE 3410-XV-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 72
[Docket No. 01-110-2]

Texas (Splenetic) Fever in Cattle;
Incorporation by Reference

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Affirmation of interim rule as
final rule.

SUMMARY: We are adopting as a final
rule, without change, an interim rule
that amended the Texas (splenetic) fever
in cattle regulations by updating the
incorporation by reference of the Texas
Animal Health Commission regulations
that contain the description of the areas
in Texas quarantined because of ticks.
The interim rule was necessary to
update the incorporation by reference to
reflect the effective date of the current
Texas Animal Health Commission
regulations that describe the
quarantined area.

EFFECTIVE DATE: The interim rule
became effective on April 16, 2002.

FOR FURTHER INFORMATION CONTACT: Dr.
Glen Garris, Senior Staff Officer,
Invasive Species Team, Animal Health
Programs Staff, VS, APHIS, 4700 River
Road Unit 33, Riverdale, MD 20737—
1231; (301) 734—8093.

SUPPLEMENTARY INFORMATION:
Background

In an interim rule effective and
published in the Federal Register on
April 16, 2002 (67 FR 18466—18467,
Docket No. 01-110-1), we amended the
Texas (splenetic) fever in cattle
regulations in 9 CFR part 72 by updating
the incorporation by reference of the
Texas Animal Health Commission
regulations that contain the description
of the areas in Texas quarantined
because of ticks. The interim rule was
necessary to update the incorporation
by reference to reflect the effective date
of the current Texas Animal Health
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Commission regulations that describe
the quarantined area.

Comments on the interim rule were
required to be received on or before June
17, 2002. We did not receive any
comments. Therefore, for the reasons
given in the interim rule, we are
adopting the interim rule as a final rule.

This action also affirms the
information contained in the interim
rule concerning Executive Order 12866
and the Regulatory Flexibility Act,
Executive Orders 12372 and 12988, and
the Paperwork Reduction Act.

Further, for this action, the Office of
Management and Budget has waived its
review under Executive Order 12866.

List of Subjects in 9 CFR Part 72

Animal diseases, Cattle, Incorporation
by reference, Quarantine,
Transportation.

PART 72—TEXAS (SPLENETIC) FEVER
IN CATTLE

Accordingly, we are adopting as a
final rule, without change, the interim
rule that amended 9 CFR part 72 and
that was published at 67 FR 18466—
18467 on April 16, 2002.

Authority: 7 U.S.C. 8303, 8304, 8305, 8306,
8308, 8313, and 8315; 7 CFR 2.22, 2.80, and
371.4.

Done in Washington, DG, this 23rd day of
September, 2002.
Peter Fernandez,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 02—24601 Filed 9-26—02; 8:45 am]|
BILLING CODE 3410-34-P

SMALL BUSINESS ADMINISTRATION
13 CFR Part 121

Small Business Size Standards;
Waiver of the Nonmanufacturer Rule

AGENCY: Small Business Administration
(SBA).

ACTION: Final rule, and request for
comments.

SUMMARY: The SBA originally
announced its final decision to grant the
Nonmanufacturer Rule for bearings,
plain, unmounted and bearings
mounted which was published in the
Federal Register on May 30, 2002 (67
FR 37665). SBA became aware of the
possible existence of a small business
manufacturer for bearings, plain,
unmounted, under North American
Industry Classification 333613, Product
Service Code (PSC) 3120. The purpose
of this notice is to notify the public of
this small business manufacturer of

bearings, plain, unmounted under PSC
3120 and to retain a waiver of the
Nonmanufacturer Rule for bearings,
mounted under PSC 3130 and solicit
comments from interested parties.

DATES: Comments and sources must be
submitted on or before October 11,
2002.

ADDRESSES: Edith G. Butler, Program
Analyst, Small Business
Administration, 409 3rd Street, SW.,
Washington DC, 20416.

FOR FURTHER INFORMATION CONTACT:
Edith G. Butler, Tel: (202) 619-0422

SUPPLEMENTARY INFORMATION: Public
Law 100-656, enacted on November 15,
1988, incorporated into the Small
Business Act the previously existing
regulation that recipients of Federal
contracts set aside for small businesses
or SBA 8(a) Program procurement must
provide the product of a small business
manufacturer or processor, if the
recipient is other than the actual
manufacturer or processor. This
requirement is commonly referred to as
the Nonmanufacturer Rule. The SBA
regulations imposing this requirement
are found at 13 CFR 121.906(b) and
121.1106(b). Section 303(h) of the law
provides for waiver of this requirement
by SBA for any “class of products” for
which there are no small business
manufacturers or processors in the
Federal market. To be considered
available to participate in the Federal
market on these classes of products, a
small business manufacturer must have
submitted a proposal for a contract
solicitation or received a contract from
the Federal government within the last
24 months. The SBA defines “class of
products” based on two coding systems.
The first is the Office of Management
and Budget North American Industry
Classification System. The second is the
Product and Service Code established
by the Federal Procurement Data
System.

Barry S. Meltz,

Deputy Associate Administrator for
Government Contracting.
[FR Doc. 02—24558 Filed 9—26—-02; 8:45 am]

BILLING CODE 8025-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 23

[Docket No. CE190; Special Conditions No.
23-130-SC]

Special Conditions: CenTex
Aerospace, Inc.; Beech Model A36
airplane, Installation of Full Authority
Digital Engine Control (FADEC)
System and the Protection of the
System from the Effects of High
Intensity Radiated Fields (HIRF)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued to CenTex Aerospace, Inc.; 7805
Karl May Drive; Waco, Texas 76708 for
the Beech Model A36 airplane. This
airplane will have a novel or unusual
design feature(s) associated with the
installation of an engine that uses an
electronic engine control system in
place of the engine’s mechanical system.
The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for this
design feature. These special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that established by the
existing airworthiness standards.

DATES: The effective date of these
special conditions is September 18,
2002. Comments must be received on or
before October 28, 2002.

ADDRESSES: Comments may be mailed
in duplicate to: Federal Aviation
Administration, Regional Counsel,
ACE-7, Attention: Rules Docket Clerk,
Docket No. CE190, Room 506, 901
Locust, Kansas City, Missouri 64106. All
comments must be marked: Docket No.
CE190. Comments may be inspected in
the Rules Docket weekdays, except
Federal holidays, between 7:30 a.m. and
4 p.m.

FOR FURTHER INFORMATION CONTACT: Wes
Ryan, Federal Aviation Administration,
Aircraft Certification Service, Small
Airplane Directorate, ACE-111, 901
Locust, Room 301, Kansas City,
Missouri 64106; 816—329—-4127 fax 816—
329-4090.

SUPPLEMENTARY INFORMATION: The FAA
has determined that notice and
opportunity for prior public comment
hereon are impracticable because these
procedures would significantly delay
issuance of the approval design and
thus delivery of the affected aircraft. In
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addition, the substance of these special
conditions has been subject to the
public comment process in several prior
instances with no substantive comments
received. The FAA therefore finds that
good cause exists for making these
special conditions effective upon
issuance.

Comments Invited

Interested persons are invited to
submit such written data, views, or
arguments as they may desire.
Communications should identify the
regulatory docket or special condition
number and be submitted in duplicate
to the address specified above. All
communications received on or before
the closing date for comments will be
considered by the Administrator. The
special conditions may be changed in
light of the comments received. All
comments received will be available in
the Rules Docket for examination by
interested persons, both before and after
the closing date for comments. A report
summarizing each substantive public
contact with FAA personnel concerning
this rulemaking will be filed in the
docket. Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must include a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
CE190.” The postcard will be date
stamped and returned to the
commenter.

Background

On February 11, 2002, CenTex
Aerospace, Inc. applied for a
supplemental type certificate for their
Beech Model A36 airplane. The Beech
Model A36 is powered by a Teledyne
Continental Motors model IOF-550-B
engine. This engine incorporates Full
Authority Digital Electronic Controls.

Type Certification Basis

Under the provisions of 14 CFR
§21.101, CenTex Aerospace, Inc. must
show that the Beech Model A36 meets
the applicable provisions of 14 CFR part
23, as amended by Amendments 23—1
through 23-53 thereto.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 23) do not contain
adequate or appropriate safety standards
for the Beech Model A36 because of a
novel or unusual design feature, special
conditions are prescribed under the
provisions of § 21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Beech Model A36 must
comply with the fuel vent and exhaust
emission requirements of 14 CFR part

34 and the noise certification
requirements of 14 CFR part 36, and the
FAA must issue a finding of regulatory
adequacy pursuant to section 611 of
Public Law 92-574, the “Noise Control
Act of 1972.”

Special conditions, as appropriate, as
defined in §11.19, are issued in
accordance with §11.38, and become
part of the type certification basis in
accordance with §21.101.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same novel or unusual
design feature, the special conditions
would also apply to the other model
under the provisions of § 21.101.

Novel or Unusual Design Features

The Beech Model A36 will
incorporate the following novel or
unusual design features:

The CenTex Aerospace, Inc. Beech
Model A36 airplane will use an engine
that includes an electronic control
system with full engine authority
capability.

Many advanced electronic systems are
prone to either upsets or damage, or
both, at energy levels lower than analog
systems. The increasing use of high
power radio frequency emitters
mandates requirements for improved
high intensity radiated fields (HIRF)
protection for electrical and electronic
equipment. Since the electronic engine
control system used on the CenTex
Aerospace, Inc. Beech Model A36 will
perform critical functions, provisions
for protection from the effects of HIRF
fields should be considered and, if
necessary, incorporated into the
airplane design data. The FAA policy
contained in Notice 8110.71, dated
April 2, 1998, establishes the HIRF
energy levels that airplanes will be
exposed to in service. The guidelines set
forth in this Notice are the result of an
Aircraft Certification Service review of
existing policy on HIRF, in light of the
ongoing work of the ARAC
Electromagnetic Effects Harmonization
Working Group (EEHWG). The EEHWG
adopted a set of HIRF environment
levels in November 1997 that were
agreed upon by the FAA, JAA, and
industry participants. As a result, the
HIRF environments in this notice reflect
the environment levels recommended
by this working group. This notice states
that a full authority digital engine
control is an example of a system that
should address the HIRF environments.

Even though the control system will
be certificated as part of the engine, the
installation of an engine with an

electronic control system requires
evaluation due to the possible effects on
or by other airplane systems (e.g., radio
interference with other airplane
electronic systems, shared engine and
airplane power sources). The regulatory
requirements in 14 CFR part 23 for
evaluating the installation of complex
systems, including electronic systems,
are contained in § 23.1309. However,
when § 23.1309 was developed, the use
of electronic control systems for engines
was not envisioned; therefore, the
§ 23.1309 requirements were not
applicable to systems certificated as part
of the engine (reference § 23.1309(f)(1)).
Also, electronic control systems often
require inputs from airplane data and
power sources and outputs to other
airplane systems (e.g., automated
cockpit powerplant controls such as
mixture setting). Although the parts of
the system that are not certificated with
the engine could be evaluated using the
criteria of § 23.1309, the integral nature
of systems such as these makes it
unfeasible to evaluate the airplane
portion of the system without including
the engine portion of the system.
However, § 23.1309(f)(1) again prevents
complete evaluation of the installed
airplane system since evaluation of the
engine system’s effects is not required.

Theretore, special conditions are
proposed for the CenTex Aerospace,
Inc., Beech Model A36 to provide HIRF
protection and to evaluate the
installation of the electronic engine
control system for compliance with the
requirements of § 23.1309(a) through (e)
at Amendment 23—46.
Applicability

As discussed above, these special
conditions are applicable to the Beech
Model A36. Should CenTex Aerospace,
Inc. apply at a later date for a change to
the type certificate to include another
model incorporating the same novel or
unusual design feature, the special
conditions would apply to that model as
well under the provisions of § 21.101.

Conclusion

This action affects only certain novel
or unusual design features on one Beech
model A36 airplane. It is not a rule of
general applicability, and it affects only
the applicant who applied to the FAA
for approval of these features on the
airplane.

The substance of these special
conditions has been subjected to the
notice and comment period in several
prior instances and has been derived
without substantive change from those
previously issued. It is unlikely that
prior public comment would result in a
significant change from the substance
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contained herein. For this reason, and
because a delay would significantly
affect the certification of the airplane,
which is imminent, the FAA has
determined that prior public notice and
comment are unnecessary and
impracticable, and good cause exists for
adopting these special conditions upon
issuance. The FAA is requesting
comments to allow interested persons to
submit views that may not have been
submitted in response to the prior
opportunities for comment described
above.

List of Subjects in 14 CFR Part 23

Aircraft, Aviation safety, Signs and
symbols.

Citation

The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113 and
44701; 14 CFR 21.16 and 21.101; and 14 CFR
11.38 and 11.19.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the type
certification basis for the CenTex
Aerospace, Inc., Beech Model A36
airplane.

1. High Intensity Radiated Fields
(HIRF) Protection. In showing
compliance with 14 CFR part 21 and the
airworthiness requirements of 14 CFR
part 23, protection against hazards
caused by exposure to HIRF fields for
the full authority digital engine control
system, which performs critical
functions, must be considered. To
prevent this occurrence, the electronic
engine control system must be designed
and installed to ensure that the
operation and operational capabilities of
this critical system are not adversely
affected when the airplane is exposed to
high energy radio fields.

At this time, the FAA and other
airworthiness authorities are unable to
precisely define or control the HIRF
energy level to which the airplane will
be exposed in service; therefore, the
FAA hereby defines two acceptable
interim methods for complying with the
requirement for protection of systems
that perform critical functions.

(1) The applicant may demonstrate
that the operation and operational
capability of the installed electrical and
electronic systems that perform critical
functions are not adversely affected
when the aircraft is exposed to the
external HIRF threat environment
defined in the following table:

Field strength
Frequency (volts per meter)

Peak Average
10 kHz-100 kHz ........... 50 50
100 kHz-500 kHz ......... 50 50
500 kHz-2 MHz ............ 50 50
2 MHz-30 MHz ............. 100 100
30 MHz-70 MHz ........... 50 50
70 MHz-100 MHz ......... 50 50
100 MHz-200 MHz ....... 100 100
200 MHz-400 MHz ....... 100 100
400 MHz-700 MHz ....... 700 50
700 MHz-1 GHz ........... 700 100
1 GHz-2 GHz 2000 200
2 GHz-4 GHz 3000 200
4 GHz-6 GHz ............... 3000 200
6 GHz-8 GHz 1000 200
8 GHz-12 GHz ............. 3000 300
12 GHz-18 GHz ........... 2000 200
18 GHz—40 GHz ........... 600 200

The field strengths are expressed in terms
of peak root-mean-square (rms) values.

or,

(2) The applicant may demonstrate by
a system test and analysis that the
electrical and electronic systems that
perform critical functions can withstand
a minimum threat of 100 volts per meter
peak electrical strength, without the
benefit of airplane structural shielding,
in the frequency range of 10 KHz to 18
GHz. When using this test to show
compliance with the HIRF
requirements, no credit is given for
signal attenuation due to installation.
Data used for engine certification may
be used, when appropriate, for airplane
certification.

2. Electronic Engine Control System.
The installation of the electronic engine
control system must comply with the
requirements of § 23.1309(a) through (e)
at Amendment 23—46. The intent of this
requirement is not to re-evaluate the
inherent hardware reliability of the
control itself, but rather determine the
effects, including environmental effects
addressed in § 23.1309(e), on the
airplane systems and engine control
system when installing the control on
the airplane. When appropriate, engine
certification data may be used when
showing compliance with this
requirement.

Issued in Kansas City, Missouri on
September 18, 2002.
Michael Gallagher,

Manager, Small Airplane Directorate, Aircraft
Certification Service.
[FR Doc. 02—24667 Filed 9-26—-02; 8:45 am]

BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 23

[Docket No. CE184, Special Condition 23—
118-SC]

Special Conditions; Avidyne
Corporation, Cirrus Design
Corporation Model SR20/SR22;
Protection of Systems for High
Intensity Radiated Fields (HIRF);
Correction

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions;
correction.

SUMMARY: The FAA published a
document in the Federal Register on
May 24, 2002 (67 FR 36502), concerning
final special conditions on the Avidyne
Corporation on the Cirrus Design
Corporation Model SR20/SR22. There
was an inadvertent error in the
preamble of the special conditions in
the name of the corporation. This
document contains a correction to the
name of the company under the Novel
or Unusual Design Features section of
the final special conditions.

DATES: The effective date of these
corrected special conditions is May 7,
2002.

FOR FURTHER INFORMATION CONTACT:
Ervin Dvorak, Aerospace Engineer,
Standards Office (ACE-110), Small
Airplane Directorate, Aircraft
Certification Service, Federal Aviation
Administration, 901 Locust, Room 301,
Kansas City, Missouri 64106; telephone
(816) 329—4123.

SUPPLEMENTARY INFORMATION:

Need for Correction

The FAA published a document on
May 24, 2002 (67 FR 36502) that issued
final special conditions. In the
document under the Novel or Unusual
Design Features section, a company by
the name of ““Carpenter Avionics Inc.”
appears, and it should have read
“Avidyne Corporation.” This document
corrects that error.

Correction of Publication

Accordingly, on page 36503, in
column 3, the preamble of the special
conditions is corrected to remove the
name ‘“‘Carpenter Avionics Inc.” and to
replace it with the name “Avidyne
Corporation” in the Novel or Unusual
Design Features section.
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Issued in Kansas City, Missouri on
September 17, 2002.

Michael Gallagher,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 02—24666 Filed 9—26—02; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM229, Special Conditions No.
25-214-SC]

Special Conditions: Cessna Model 680
Sovereign; High Intensity Radiated
Fields (HIRF)

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the Cessna Model 680
Sovereign airplane. These airplanes will
have novel and unusual design features
when compared to the state of
technology envisioned in the
airworthiness standards for transport
category airplanes. The applicable
airworthiness regulations do not contain
adequate or appropriate safety standards
for the protection of these systems from
the effects of high-intensity radiated
fields (HIRF). These special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that provided by the
existing airworthiness standards.

DATES: The effective date of these
special conditions is September 18,
2002. Comments must be received on or
before October 28, 2002.

ADDRESSES: Comments on these special
conditions may be mailed in duplicate
to: Federal Aviation Administration,
Transport Airplane Directorate, Attn:
Rules Docket (ANM-113), Docket No.
NMz229, 1601 Lind Avenue SW.,
Renton, Washington, 98055—4056; or
delivered in duplicate to the Transport
Airplane Directorate at the above
address. All comments must be marked:
Docket No. NM229. Comments may be
inspected in the Rules Docket
weekdays, except Federal holidays,
between 7:30 a.m. and 4 p.m.

FOR FURTHER INFORMATION CONTACT:
Mark Quam, FAA, Standardization
Branch, ANM-113, Transport Airplane
Directorate, Aircraft Certification
Service, 1601 Lind Avenue SW.,
Renton, Washington, 98055—4056;

telephone (425) 227—-2145; facsimile
(425) 227-1149.
SUPPLEMENTARY INFORMATION:

Comments Invited

The FAA has determined that notice
and opportunity for prior public
comment hereon is unnecessary as the
substance of these special conditions
has been subject to the public comment
process in several prior instances with
no substantive comments received. The
FAA therefore finds that good cause
exists for making these special
conditions effective upon issuance;
however, the FAA invites interested
persons to participate in this rulemaking
by submitting written comments, data,
or views. The most helpful comments
reference a specific portion of the
special conditions, explain the reason
for any recommended change, and
include supporting data. We ask that
you send us two copies of written
comments.

We will file in the docket all
comments we receive, as well as a
report summarizing each substantive
public contact with FAA personnel
concerning these special conditions.
The docket is available for public
inspection before and after the comment
closing date. If you wish to review the
docket in person, go to the address in
the ADDRESSES section of this preamble
between 7:30 a.m., and 4 p.m., Monday
through Friday, except Federal holidays.

We will consider all comments we
receive on or before the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions in
light of the comments received.

If you want the FAA to acknowledge
receipt of your comments on these
special conditions, include with your
comments a pre-addressed, stamped
postcard on which the docket number
appears. We will stamp the date on the
postcard and mail it back to you.

Background

On November 29, 1999, Cessna
Aircraft Company, One Cessna
Boulevard, Wichita, KS 67277,
submitted an application for a new type
certificate for the Cessna Model 680
Sovereign airplane. The proposed new
model is a twin engine, medium size
business jet. The significant airplane
design features include an aluminum
fuselage and wing. The significant
systems features include a brand new,
state-of-the-art integrated avionics/
electronics and electrical systems suite.
The avionics/electronics and electrical
systems installed in this airplane have
the potential to be vulnerable to high-

intensity radiated fields (HIRF) external
to the airplane.

Type Certification Basis

Under the provisions of 14 CFR 21.17,
the Cessna Aircraft Company must show
that the Model 680 Sovereign airplane
meets the provisions of 14 CFR part 25,
effective February 1, 1965, as amended
by Amendments 25-1 through 25-98; 14
CFR part 34, effective September 10,
1990, as amended by any amendment in
effect on the date of certification; 14
CFR part 36, effective December 1, 1969,
as amended by Amendments 36—1
through any amendment in effect on the
date of certification. Subsequent
changes have been made to § 21.101 as
part of Amendment 21-77, but those
changes do not become effective until
June 10, 2003.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., part 25, as amended) do not
contain adequate or appropriate safety
standards for the Cessna Model 680
Sovereign airplane because of novel or
unusual design features, special
conditions are prescribed under the
provisions of 14 CFR 21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Cessna 680 Sovereign
airplane must comply with the fuel vent
and exhaust emission requirements of
14 CFR part 34 and the noise
certification requirements of 14 CFR
part 36, and the FAA must issue a
finding of regulatory adequacy pursuant
to section 611 of Public Law 92-574, the
“Noise Control Act of 1972.”

Special conditions, as defined in 14
CFR 11.19, are issued in accordance
with §11.38, and become part of the
type certification basis in accordance
with §21.101(b)(2), Amendment 21-69,
effective September 16, 1991.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same novel or unusual
design feature, or should any other
model already included on the same
type certificate be modified to
incorporate the same novel or unusual
design feature, the special conditions
would also apply to the other model
under the provisions of 14 CFR
21.101(a)(1), Amendment 21-60,
effective September 16, 1991.

Novel or Unusual Design Features

The Cessna Model 680 Sovereign
airplane will incorporate brand new
avionics/electronics and electrical
systems that will perform critical
functions. These systems may be
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vulnerable to HIRF external to the
airplane.

Discussion

There is no specific regulation that
addresses protection requirements for
electrical and electronic systems from
HIRF. Increased power levels from
ground-based radio transmitters and the
growing use of sensitive avionics/
electronics and electrical systems to
command and control airplanes have
made it necessary to provide adequate
protection.

To ensure that a level of safety is
achieved equivalent to that intended by
the regulations incorporated by
reference, special conditions are needed
for the Cessna Model 680 Sovereign
airplane. These special conditions
require that new avionics/electronics
and electrical systems that perform
critical functions be designed and
installed to preclude component
damage and interruption of function
due to both the direct and indirect
effects of HIRF.

High-Intensity Radiated Fields (HIRF)

With the trend toward increased
power levels from ground-based
transmitters, plus the advent of space
and satellite communications coupled
with electronic command and control of
the airplane, the immunity of critical
digital avionics/electronics and
electrical systems to HIRF must be
established.

It is not possible to precisely define
the HIRF to which the airplane will be
exposed in service. There is also
uncertainty concerning the effectiveness
of airframe shielding for HIRF.
Furthermore, coupling of
electromagnetic energy to cockpit-
installed equipment through the cockpit
window apertures is undefined. Based
on surveys and analysis of existing HIRF
emitters, an adequate level of protection
exists when compliance with the HIRF
protection special condition is shown
with either paragraph 1 or 2 below:

1. A minimum threat of 100 volts rms
(root-mean-square) per meter electric
field strength from 10 KHz to 18 GHz.

a. The threat must be applied to the
system elements and their associated
wiring harnesses without the benefit of
airframe shielding.

b. Demonstration of this level of
protection is established through system
tests and analysis.

2. A threat external to the airframe of
the field strengths indicated in the
following table for the frequency ranges
indicated. Both peak and average field
strength components from the table are
to be demonstrated.

Field strength
Frequency (volts per meter)

Peak Average
10 kHz-100 kHz ........... 50 50
100 kHz-500 kHz ......... 50 50
500 kHz-2 MHz ............ 50 50
2 MHz-30 MHz ............. 100 100
30 MHz-70 MHz ........... 50 50
70 MHz-100 MHz ......... 50 50
100 MHz-200 MHz ....... 100 100
200 MHz—-400 MHz ....... 100 100
400 MHz-700 MHz ....... 700 50
700 MHz-1 GHz ........... 700 100
1 GHz-2 GHz 2000 200
2 GHz-4 GHz 3000 200
4 GHz-6 GHz 3000 200
6 GHz-8 GHz 1000 200
8 GHz-12 GHz ... 3000 300
12 GHz-18 GHz ........... 2000 200
18 GHz—40 GHz ........... 600 200

The field strengths are expressed in terms
of peak of the root-mean-square (rms)
over the complete modulation period.

The threat levels identified above are
the result of an FAA review of existing
studies on the subject of HIRF, in light
of the ongoing work of the
Electromagnetic Effects Harmonization
Working Group of the Aviation
Rulemaking Advisory Committee.
Applicability

As discussed above, these special
conditions are applicable to the Cessna
Model 680 Sovereign airplane. Should
Cessna Aircraft Company apply at a
later date for a change to the type
certificate to include another model
incorporating the same novel or unusual
design feature, these special conditions
would apply to that model as well
under the provisions of 14 CFR
§21.101(a)(1), Amendment 21-60,
effective September 16, 1991.

Conclusion

This action affects only certain design
features on the Cessna Model 680
Sovereign airplane. It is not a rule of
general applicability and affects only
the applicant who applied to the FAA
for approval of these features on the
airplane.

The substance of the special
conditions for these airplanes has been
subjected to the notice and comment
procedure in several prior instances and
has been derived without substantive
change from those previously issued.
Because a delay would significantly
affect the certification of the airplane,
which is imminent, the FAA has
determined that prior public notice and
comment are unnecessary and
impracticable, and good cause exists for
adopting these special conditions
immediately. The FAA is requesting
comments to allow interested persons to

submit views that may not have been
submitted in response to the prior
opportunities for comment described
above.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and record keeping requirements.

The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued as part of the type
certification basis for the Cessna Model
680 Sovereign airplane.

1. Protection from Unwanted Effects
of High-Intensity Radiated Fields
(HIRF). Each electrical and electronic
system that performs critical functions
must be designed and installed to
ensure that the operation and
operational capability of these systems
to perform critical functions are not
adversely affected when the airplane is
exposed to high intensity radiated
fields.

2. For the purpose of these special
conditions, the following definition
applies: Critical Functions: Functions
whose failure would contribute to or
cause a failure condition that would
prevent the continued safe flight and
landing of the airplane.

Issued in Renton, Washington, on
September 18, 2002.

Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 02—24668 Filed 9—26—-02; 8:45 am)|]
BILLING CODE 4910-13-P

DEPARTMENT OF LABOR

Pension and Welfare Benefits
Administration

29 CFR Part 2590
RIN 1210-AA62

Interim Final Amendment for Mental
Health Parity

AGENCY: Pension and Welfare Benefits
Administration, Department of Labor.

ACTION: Interim final amendment to
regulation.

SUMMARY: This document contains an
interim final amendment to modify the
sunset date of interim final regulations
under the Mental Health Parity Act
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(MHPA) to be consistent with legislation
passed during the 107th Congress.

DATES: Effective date. The interim final
amendment is effective September 30,
2001.

Applicability dates. The requirements
of the interim final amendment apply to
group health plans and health insurance
issuers offering health insurance
coverage in connection with a group
health plan beginning September 30,
2001.

The MHPA interim final amendment
extends the original sunset date from
September 30, 2001 to December 31,
2002. Pursuant to the extended sunset
date, MHPA requirements do not apply
to benefits for services furnished on or
after December 31, 2002.

FOR FURTHER INFORMATION CONTACT:
Mark Connor, Pension and Welfare
Benefits Administration, Department of
Labor, at (202) 693—-8335. Customer
Service Information: Individuals
interested in obtaining additional
information on the Mental Health Parity
Act and other health care laws may
request copies of Department of Labor
publications concerning changes in
health care law by calling the PWBA
Toll-Free Hotline at 1-866—275-7922.
Information on the Mental Health Parity
Act and other health care laws is also
available on the Department of Labor’s
Web site (http://www.dol.gov/pwba).

SUPPLEMENTARY INFORMATION:
A. Background

The Mental Health Parity Act of 1996
(MHPA) was enacted on September 26,
1996 (Pub. L. 104-204, 110 Stat. 2944).
MHPA amended the Employee
Retirement Income Security Act of 1974
(ERISA) and the Public Health Service
Act (PHS Act) to provide for parity in
the application of annual and lifetime
dollar limits on mental health benefits
with dollar limits on medical/surgical
benefits. Provisions implementing
MHPA were later added to the Internal
Revenue Code of 1986 (Code) under the
Taxpayer Relief Act of 1997 (Pub. L.
105-34, 111 Stat. 1080).

The provisions of MHPA are set forth
in Part 7 of Subtitle B of Title I of
ERISA, Chapter 100 of Subtitle K of the
Code, and Title XXVII of the PHS Act.?
The Secretaries of Labor, the Treasury,
and Health and Human Services share
jurisdiction over the MHPA provisions.
These provisions are substantially
similar, except as follows:

1Part 7 of Subtitle B of Title I of ERISA, Chapter
100 of Subtitle K of the Code, and Title XXVII of
the PHS Act were added by the Health Insurance
Portability and Accountability Act of 1996 (HIPAA),
Pub. L. 104-191.

» The MHPA provisions in ERISA
generally apply to all group health plans
other than governmental plans, church
plans, and certain other plans. These
provisions also apply to health
insurance issuers that offer health
insurance coverage in connection with
such group health plans. Generally, the
Secretary of Labor enforces the MHPA
provisions in ERISA, except that no
enforcement action may be taken by the
Secretary against issuers. However,
individuals may generally pursue
actions against issuers under ERISA
and, in some circumstances, under State
law.

» The MHPA provisions in the Code
generally apply to all group health plans
other than governmental plans, but they
do not apply to health insurance issuers.
A taxpayer that fails to comply with
these provisions may be subject to an
excise tax under section 4980D of the
Code.

» The MHPA provisions in the PHS
Act generally apply to health insurance
issuers that offer health insurance
coverage in connection with group
health plans and to certain State and
local governmental plans. States, in the
first instance, enforce the PHS Act with
respect to issuers. Only if a State does
not substantially enforce any provisions
under its insurance laws will the
Department of Health and Human
Services enforce the provisions, through
the imposition of civil money penalties.
Moreover, no enforcement action may
be taken by the Secretary of Health and
Human Services against any group
health plan except certain State and
local governmental plans.

B. Overview of MHPA

The MHPA provisions are set forth in
section 712 of ERISA, section 9812 of
the Code, and section 2705 of the PHS
Act. MHPA applies to a group health
plan (or health insurance coverage
offered by issuers in connection with a
group health plan) that provides both
medical/surgical benefits and mental
health benefits. MHPA'’s original text
included a sunset provision specifying
that MHPA'’s provisions would not
apply to benefits for services furnished
on or after September 30, 2001. On
December 22, 1997 the Departments of
Labor, the Treasury, and Health and
Human Services issued interim final
regulations under MHPA in the Federal
Register (62 FR 66931). The interim
final regulations included this statutory
sunset date.

On January 10, 2002, President Bush
signed H.R. 3061 (Pub. L. 107-116, 115
Stat. 2177), the 2002 Appropriations Act
for the Departments of Labor, Health

and Human Services, and Education.?
This legislation extends MHPA’s
original sunset date under ERISA, the
Code, and the PHS Act, so that MHPA’s
provisions will not apply to benefits for
services furnished on or after December
31, 2002. Like MHPA, the amendment
to MHPA applies to a group health plan
(or health insurance coverage offered by
issuers in connection with a group
health plan) that provides both medical/
surgical benefits and mental health
benefits.3 As a result of the statutory
amendment, and to assist employers,
plan sponsors, health insurance issuers,
and workers, the Department of Labor
has developed this amendment of the
interim final regulations, in consultation
with the Departments of the Treasury
and Health and Human Services,
conforming the regulatory sunset date to
the new statutory sunset date.

On March 9, 2002, President Bush
signed H.R. 3090, the Job Creation and
Worker Assistance Act of 2002 (Pub. L.
107-147, 116 Stat. 21), that included an
amendment to section 9812 of the Code
(the mental health parity provisions).
This legislation further extends MHPA'’s
original sunset date under the Code to
December 31, 2003. The Joint
Committee on Taxation’s technical
explanation of H.R. 3090 (JCT Report)
states that the January 10th amendment
to MHPA restored the excise tax
retroactively to September 30, 2001.
Under H.R. 3090, the excise tax
provision of MHPA is amended to apply
to benefits for such services furnished
on or after January 10, 2002 and before
January 1, 2004. MHPA'’s parallel
provisions contained in ERISA and the
PHS Act were not amended regarding
either the period between September 30,
2001 and January 10, 2002 or the
extension of the sunset date beyond
December 31, 2002. As indicated by the
JCT Report, H.R. 3061 restored the

2During the 107th Congress, legislation was
passed by the Senate to substantively amend and
expand the provisions of MHPA already in place.
This legislation was offered as an amendment to the
provisions of H.R. 3061. The Conference Report
accompanying the underlying provisions of H.R.
3061 states that instead of the amendment proposed
by the Senate, the amendment to MHPA contained
in H.R. 3061 extends the original sunset date of
MHPA, so that MHPA's provisions will not apply
to benefits for services furnished on or after
December 31, 2002. H.R. Rep. 107-342, at 170
(2001).

3 The parity requirements under MHPA, the
interim regulations, and the amendment to the
interim regulations do not apply to any group
health plan (or health insurance coverage offered in
connection with a group health plan) for any plan
year of a small employer. The term “‘small
employer” is defined as an employer who
employed an average of at least 2 but not more than
50 employees on business days during the
preceding calendar year and who employs at least
2 employees on the first day of the plan year.
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MHPA provisions retroactively to
September 30, 2001. Therefore, the
Department is making the effective date
of this interim final amendment to the
regulations effective September 30,
2001. The Department is also making
conforming changes extending the
duration of the increased cost
exemption to be consistent with the new
sunset date. Since the statute is
retroactive, making the regulation
retroactive limits confusion and
disruption to employers, plan sponsors,
and workers.

Since the extension of this sunset date
is not discretionary, this amendment to
the MHPA regulations is promulgated
on an interim final basis pursuant to
Section 734 of ERISA. This interim final
amendment is also promulgated
pursuant to Section 553(d)(3) of the
Administrative Procedure Act, allowing
for regulations to become effective
immediately for good cause.

C. Executive Order 12866

Under Executive Order 12866, the
Department must determine whether a
regulatory action is ““significant” and
therefore subject to the requirements of
the Executive Order and subject to
review by the Office of Management and
Budget (OMB). Under section 3(f), the
order defines a ‘“‘significant regulatory
action” as an action that is likely to
result in a rule: (1) Having an annual
effect on the economy of $100 million
or more, or adversely and materially
affecting a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local or tribal governments or
communities (also referred to as
“economically significant’); (2) creating
serious inconsistency or otherwise
interfering with an action taken or
planned by another agency; (3)
materially altering the budgetary
impacts of entitlement grants, user fees,
or loan programs or the rights and
obligations of recipients thereof; or (4)
raising novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.

Pursuant to the terms of the Executive
Order, it has been determined that this
action is not a “‘significant regulatory
action”” within the meaning of the
Executive Order. This action is an
amendment to the 1997 interim final
regulations and merely extends the
regulatory sunset date to conform to the
new statutory sunset date added by H.R.
3061.

D. Paperwork Reduction Act

The information collection provisions
of MHPA incorporated in the

Department’s interim final rules are
currently approved under OMB control
numbers 1210-0105 (Notice to
Participants and Beneficiaries and
Federal Government of Electing One
Percent Increased Cost Exemption), and
1210-0106 (Calculation and Disclosure
of Documentation of Eligibility for
Exemption). These information
collection requests are approved
through November 30, 2004 and October
31, 2004, respectively. Because no
substantive or material change is made
to the approved information collection
provisions in connection with this
interim final amendment, no
submission for continuing OMB
approval is required or made at this
time.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) (RFA) imposes
certain requirements with respect to
federal rules that are subject to the
notice and comment requirements of
section 553(b) of the Administrative
Procedure Act (5 U.S.C. 551 et seq.).
Because this amendment to the 1997
interim final regulations is being
published on an interim final basis,
without prior notice and a period for
comment, the Regulatory Flexibility Act
does not apply.

F. Unfunded Mandates Reform Act

For purposes of the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4) (UMRA), as well as Executive
Order 12875, this interim final
amendment does not include any
Federal mandate that may result in
expenditures by State, local, or tribal
governments, and does not include
mandates that may impose an annual
expenditure of $100 million or more on
the private sector.

G. Congressional Review Act

This interim final amendment is
subject to the Congressional Review Act
provisions of the Small Business
Regulatory Enforcement Fairness Act of
1996 (5 U.S.C. 801 et seq.) (SBREFA),
and has been transmitted to Congress
and the Comptroller General for review.
This amendment to the 1997 interim
final regulations is not a major rule, as
that term is defined by 5 U.S.C. 804.

H. Federalism Statement

Executive Order 13132 (August 4,
1999) outlines fundamental principles
of federalism and requires the
adherence to specific criteria by federal
agencies in the process of their
formulation and implementation of
policies that have substantial direct
effects on the States, the relationship

between the States, the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. This
interim final amendment does not have
federalism implications as it only
conforms the regulatory sunset date to
the new statutory sunset date added by
H.R. 3061.

List of Subjects in 29 CFR part 2590

Employee benefit plans, Employee
Retirement Income Security Act, Health
care, Health insurance, Medical child
support, Reporting and recordkeeping
requirements.

Pension and Welfare Benefits
Administration

29 CFR part 2590 is amended as
follows:

PART 2590—RULES AND
REGULATIONS FOR HEALTH
INSURANCE PORTABILITY AND
RENEWABILITY FOR GROUP HEALTH
PLANS

1. The authority citation for Part 2590
is revised to read as follows:

Authority: Secs. 107, 209, 505, 609, 701—
703, 711-713, and 731-734 of ERISA (29
U.S.C. 1027, 1059, 1135, 1169, 1181-1183,
1185, 1185a, 1185b, 1191, 1191a, 1191b, and
1191c), as amended by HIPAA (Pub. L. 104—
191, 110 Stat. 1936), MHPA (Pub. L. 104-204,
110 Stat. 2944, as amended by Pub. L. 107-
116, 115 Stat. 2177), NMHPA (Pub. L. 104—
204, 110 Stat. 2935), and WHCRA (Pub. L.
105-277, 112 Stat. 2681—436), section 10l(g)
of HIPAA, and Secretary of Labor’s Order No.
1-87, 52 FR 13139, April 21, 1987; section
401(b) of CPSIA (Pub. L. 105-200, 112 Stat.
645).

2590.712 [Amended] (g)(2), and (i)

2. Amend § 2590.712 (f)(1), (g)(2), and
(i) to remove the date “September 30,
2001” and add in its place the date
“December 31, 2002”".

Signed at Washington, DC this 17th day of
September, 2002.

Ann L. Combs,

Assistant Secretary, Pension and Welfare
Benefits Administration, Department of Labor
[FR Doc. 02—24590 Filed 9-26-02; 8:45 am]
BILLING CODE 4510-29-P

FEDERAL MINE SAFETY AND HEALTH
REVIEW COMMISSION

29 CFR Parts 2700, 2701, 2702, 2704,
2705, 2706

Commission Address Change

AGENCY: Federal Mine Safety and Health
Review Commission (FMSHRC)
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ACTION: Final rule.

SUMMARY: The Federal Mine Safety and
Health Review Commission is amending
its regulations to reflect changes to the
addresses of its Headquarters office, and
one of its Offices of Administrative Law
Judges. FMSHRC is relocating its
Headquarters office and one of its
Offices of Administrative Law Judges,
and these amendments to the
regulations are necessary to inform the
public of FMSHRC’s new address.

DATES: This final rule will take effect on
September 30, 2002.

ADDRESSES: This final rule is available
on FMSHRC’s Internet site, http://
www.fmshre.gov at the “What’s New/
Recent Developments” icons.

FOR FURTHER INFORMATION CONTACT:
Sarah Stewart, Deputy General Counsel,
Office of the General Counsel, Federal
Mine Safety and Health Review
Commission, 1730 K Street, NW., 6th
Floor, Washington, DC 20006, 202—653—
5610, before September 30, 2002, and
601 New Jersey Avenue, NW., Suite
9500, Washington, DC 20001, (202) 434—
9935, thereafter.

SUPPLEMENTARY INFORMATION:
A. Background

On September 30, 2002, FMSHRC will
move its Headquarters office from 1730
K Street, NW, 6th Floor, Washington,
DC 20006 to 601 New Jersey Avenue,
NW, Suite 9500, Washington, DC 20001.
On that same date, FMSHRC will move
its Office of Administrative Law Judges
from Skyline Towers No. 2, Tenth Floor,
5203 Leesburg Pike, Falls Church,
Virginia 22041 to 601 New Jersey
Avenue, NW, Suite 9500, Washington,
DC 20001. The Office of Administrative
Law Judges presently located at 1244
Speer Boulevard, Suite 280, Denver,
Colorado 80204, will remain at that
location.

Because this amendment deals with
agency management and procedures, the
notice and comment provisions of the
Administrative Procedure Act do not
apply pursuant to 5 U.S.C. 553(a)(2) and
(b)(3)(A).

Good cause exists to dispense with
the usual 30-day delay in the effective
date because the amendments are of a
minor and administrative nature dealing
with only a change in address.

B. Paperwork Reduction Act Statement

This final rule does not contain a new
or amended information collection
requirement subject to the Paperwork
Reduction Act of 1955 (44 U.S.C. 3501
et seq.).

C. Executive Order 12866 Regulatory
Planning and Review

This final rule is not a “regulatory
action” under section 3 of Executive
Order 12866, and has not been reviewed
by the Office of Management and
Budget. The rule is an administrative
action that changes the address of a
Federal agency. Because the rule is
limited to agency organization,
management and personnel, it falls
within the exclusion set forth in section
3(d)(3) of the Executive Order.

In promulgating this rule, FMSHRC
has adhered to the regulatory
philosophy and applicable principles of
regulation set forth in section 1 of the
Executive Order.

D. Unfunded Mandates Reform Act

For purposes of the Unfunded
Mandates Reform Act of 1995, this rule
does not include any Federal mandate
that may result in increased
expenditures by State, local or tribal
governments, or by the private sector.

List of Subjects

29 CFR Part 2700

Administrative practice and
procedure, Mine safety and health,
Penalties, Whistleblowing.
29 CFR Part 2701

Sunshine Act.

29 CFR Part 2702
Freedom of information.

29 CFR Part 2704
Claims, Equal access to justice.

29 CFR Part 2705
Privacy.
29 CFR Part 2706

Administrative practice and
procedure, Civil rights, Equal
employment opportunity, Federal
buildings and facilities, Individuals
with disabilities.

Accordingly, Chapter XXVII of Title
29 of the Code of Federal Regulations is
amended as follows:

PART 2700—PROCEDURAL RULES

1. The authority citation for Part 2700
continues to read as follows:

Authority: 30 U.S.C. 815, 820 and 823.

§2700.4 [Amended]

2.In §2700.4(b)(1), the address for the
Executive Director, Federal Mine Safety
and Health Review Commission, is
revised from “1730 K Street, NW., Sixth
Floor, Washington, DC 20006—-3867" to
read “601 New Jersey Avenue, NW.,
Suite 9500, Washington, DC 20001”.

§2700.5 [Amended]

3.In §2700.5(b), the address for the
Docket Office, Federal Mine Safety and
Health Review Commission, is revised
from “1730 K Street, NW., Sixth Floor,
Washington, DC 20006—-3867" to read
“601 New Jersey Avenue, NW., Suite
9500, Washington, DC 20001; facsimile
delivery as allowed by these rules (see
§2700.5(d)), shall be transmitted to
(202) 434—9954”.

4.In §2700.5(g), the address for the
Office of General Counsel or the Docket
Office of the Federal Mine Safety and
Health Review Commission is revised
from “1730 K St., NW., Sixth Floor,
Washington, DC 20006—-3867"" to read
“601 New Jersey Avenue, NW., Suite
9500, Washington, DC 20001”.

§2700.82 [Amended]

5.In §2700.82(d), the address for the
Office of General Counsel or the Docket
Office of the Federal Mine Safety and
Health Review Commission is revised
from “1730 K Street, NW., Sixth Floor,
Washington, DC 20006—3867" to read
“601 New Jersey Avenue, NW., Suite
9500, Washington, DC 20001”.

PART 2701—GOVERNMENT IN THE
SUNSHINE ACT REGULATIONS

6. The authority citation for part 2701
continues to read as follows:

Authority: Sec. 113, Federal Mine Safety
and Health Act of 1977, Pub. L. 95-165 (30
U.S.C. 823).

§2701.4 [Amended]

7.In §2701.4, the address for the
Office of the Executive Director, Federal
Mine Safety and Health Review
Commission, is revised from “1730 K
Street, NW., Washington, DC 20006” to
read “601 New Jersey Avenue, NW.,
Suite 9500, Washington, DC 20001”.

PART 2702—REGULATIONS
IMPLEMENTING THE FREEDOM OF
INFORMATION ACT

8. The authority citation for part 2702
continues to read as follows:

Authority: Sec. 113, Federal Mine Safety
and Health Act of 1977, Pub. L. 95-165 (30
U.S.C. 801 et seq.); 5 U.S.C. 552; Pub. L. 104—
231, October 2, 1996, 110 Stat. 3048.

9. Section 2702.2 is revised to read as
follows:

§2702.2 Location of offices.

The Commission maintains its
Headquarters office at 601 New Jersey
Avenue, NW., Suite 9500, Washington,
DC 20001. It has two offices for
Administrative Law Judges, one at 601
New Jersey Avenue, NW., Suite 9500,
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Washington, DC 20001, and the other at
1244 Speer Boulevard, Suite 280,
Denver, Colorado 80204—-3582.

§2702.3 [Amended]

10. In §2702.3(a), the address for the
Executive Director, Federal Mine Safety
and Health Review Commission, is
revised from “6th Floor, 1730 K Street
NW., Washington, DC 20006—3867" to
read “601 New Jersey Avenue, NW.,
Suite 9500, Washington, DC 20001”.

PART 2704—IMPLEMENTATION OF
THE EQUAL ACCESS TO JUSTICE
ACT IN COMMISSION PROCEEDINGS

11. The authority citation for part
2704 continues to read as follows:

Authority: (5 U.S.C. 504(c)(1); Pub. L. 99—
80, 99 Stat. 183; Pub. L. 104-121, 110 Stat.
862.

§2704.201 [Amended]

12.In §2704.201(a), the address for
the Chief Administrative Law Judge of
the Commission is revised from “1730
K Street NW, 6th Floor, Washington, DC
20006” to read “601 New Jersey
Avenue, NW., Suite 9500, Washington,
DC 20001”".

§2704.308 [Amended]

13.In §2704.308(b), the address for
the Commission is revised from “1730
K Street NW., Washington, DC 20006
to read “601 New Jersey Avenue, NW.,
Suite 9500, Washington, DC 20001”.

PART 2705—PRIVACY ACT
IMPLEMENTATION

14. The authority citation for part
2705 continues to read as follows:

Authority: 5 U.S.C. 552a; Pub. L. 93-579.
§2705.4 [Amended]

15. In § 2705.4, the address for the
Executive Director of the Commission is
revised from “1730 K Street NW., Room
612, Washington, DC 20006 to read
“601 New Jersey Avenue, NW., Suite
9500, Washington, DC 20001”.

§2705.8 [Amended]

16. In § 2705.8, the address for the
Chairman, Federal Mine Safety and
Health Review Commission, is revised
from 1730 K Street NW., Room 610,
Washington, DC 20006 to read “601
New Jersey Avenue, NW., Suite 9500,
Washington, DC 20001”.

PART 2706—ENFORCEMENT OF
NONDISCRIMINATION ON THE BASIS
OF HANDICAP IN PROGRAMS OR
ACTIVITIES CONDUCTED BY THE
FEDERAL MINE SAFETY AND HEALTH
REVIEW COMMISSION

17. The authority citation for part
2706 continues to read as follows:

Authority: 29 U.S.C. 794.

§2706.170 [Amended]

18.In §2706.170(c), the address for
the General Counsel, Federal Mine
Safety and Health Review Commission,
is revised from “1730 K Street NW.,
Suite 600, Washington, DC 20001” to
read “601 New Jersey Avenue, NW.,
Suite 9500, Washington, DC 20001”.

Dated: September 20, 2002.
Richard L. Baker,

Executive Director, Federal Mine Safety and
Health Review Commission.

[FR Doc. 02—24546 Filed 9—-26-02; 8:45 am]
BILLING CODE 6735-01-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 100
[CGD05-02-075]
RIN 2115-AE46

Special Local Regulations for Marine
Events; Cape Fear River, Wilmington,
NC

AGENCY: Coast Guard, DOT.

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing temporary special local
regulations for the “Head of the Cape
Fear Regatta”, a marine event to be held
over the waters of the Cape Fear River,
Wilmington, North Carolina. These
special local regulations are necessary to
provide for the safety of life on
navigable waters during the event. This
action is intended to restrict vessel
traffic in portions of the Cape Fear River
during the event.

DATE: This rule is effective from 7:30
a.m. to 5:30 p.m. on October 5, 2002.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket CGD05-02—
075 and are available for inspection or
copying at Commander (Aoax), Fifth
Coast Guard District, 431 Crawford
Street, Portsmouth, Virginia 23704-
5004, between 9 a.m. and 2 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: S. L.
Phillips, Project Manager, Commander
(Aoax), Fifth Coast Guard District, 431
Crawford Street, Portsmouth, Virginia
23704-5004, at (757) 398—6204.
SUPPLEMENTARY INFORMATION:

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B) and
553(d)(3), the Coast Guard finds that
good cause exists for not publishing a
NPRM and for making this rule effective
less than 30 days after publication in the
Federal Register. The event will be held
on Saturday, October 5, 2002. There is
not sufficient time to allow for a notice
and comment period, prior to the event.
Because of the danger posed by other
vessels operating near rowing shells
competing within a confined area,
special local regulations are necessary to
provide for the safety of event
participants, spectator craft and other
vessels transiting the event area. For the
safety concerns noted, it is in the public
interest to have these regulations in
effect during the event. In addition,
advance notifications will be made via
the Local Notice to Mariners, marine
information broadcasts, and area
newspapers.

Background and Purpose

On October 5, 2002, Riverfest
Celebrations, Inc. will sponsor the
“Head of the Cape Fear Regatta” on the
waters of the Cape Fear River,
Wilmington, North Carolina. The event
will consist of rowing shells racing in
heats of 30 against the clock along a 3-
mile section of the Cape Fear River. To
provide for the safety of spectators and
other transiting vessels, the Coast Guard
will temporarily restrict vessel traffic in
the event area during the event.

Discussion of Rule

The Coast Guard is establishing
temporary special local regulations on
specified waters of the Cape Fear River.
The regulated area includes all waters of
the Cape Fear River from the Cape Fear
Memorial Bridge upriver to the
Seaboard Coast Line Railroad Bridge at
Navassa Turning Basin. The temporary
special local regulations will be in effect
from 7:30 a.m. to 5:30 p.m. on October
5, 2002. The effect will be to restrict
general navigation in the regulated area
during the event. Except for persons or
vessels authorized by the Coast Guard
Patrol Commander, no person or vessel
may enter or remain in the regulated
area. The Patrol Commander will allow
non-participating vessels to transit the
regulated area at slow speed between
heats when safe to do so. These
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regulations are needed to control vessel
traffic during the event to enhance the
safety of participants, spectators and
transiting vessels.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979).

Although this rule prevents traffic
from transiting a portion of the Cape
Fear River during the event, the effect of
this rule will not be significant due to
the limited duration that the regulated
area will be in effect and the extensive
advance notifications that will be made
to the maritime community via the
Local Notice to Mariners, marine
information broadcasts, and area
newspapers so mariners can adjust their
plans accordingly.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: the owners or operators of
vessels intending to transit or anchor in
the effected portions of the Cape Fear
River during the event.

Although this rule prevents traffic
from transiting a portion of the Cape
Fear River during the event, the effect of
this rule will not be significant because
of the limited duration that the
regulated area will be in effect and the
extensive advance notifications that will
be made to the maritime community via
the Local Notice to Mariners, marine
information broadcasts, and area
newspapers so mariners can adjust their
plans accordingly.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process. If the rule would affect your
small business, organization, or
governmental jurisdiction and you have
questions concerning its provisions or
options for compliance, please contact
the address listed under ADDRESSES.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734-3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
expenditure, we do discuss the effects of
this rule elsewhere in this preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not concern an environmental risk
to health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
and direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “‘significant
energy action” under that Order because
it is not a ““significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of
Information and Regulatory Affairs as a
significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

Environment

We have considered the
environmental impact of this rule and
concluded that, under figure 2—1,
paragraphs (34)(h) and (35)(a) of
Commandant Instruction M16475.1D,
this rule is categorically excluded from
further environmental documentation.
Special local regulations issued in
conjunction with a regatta or marine
parade permit are specifically excluded
from further analysis and
documentation under those sections. A
“Categorical Exclusion Determination”
is available in the docket where
indicated under ADDRESSES.
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List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

1. The authority citation for Part 100
continues to read as follows:

Authority: 33 U.S.C. 1233; 49 CFR 1.46.

2. From 7:30 a.m. to 5:30 p.m. on
October 5, 2002, add a temporary
§100.35-T05-075 to read as follows:

§100.35-T05-075 Cape Fear River,
Wilmington, North Carolina.

(a) Definitions.

(1) Coast Guard Patrol Commander.
The Coast Guard Patrol Commander is
a commissioned, warrant, or petty
officer of the Coast Guard who has been

designated by the Commander, Coast
Guard Group Fort Macon.

(2) Official Patrol. The Official Patrol
is any commissioned, warrant, or petty
officer of the Coast Guard on board a
vessel displaying a Coast Guard ensign.

(b) Regulated area. All waters of the
Cape Fear River from shoreline to
shoreline, bounded to the north by the
Seaboard Coast Line Railroad Bridge at
Navassa Turning Basin and bounded to
the south by the Cape Fear Memorial
Bridge.

(c) Special local regulations:

(1) Except for persons or vessels
authorized by the Coast Guard Patrol
Commander, no person or vessel may
enter or remain in the regulated area.

(2) The operator of any vessel in the
regulated area shall:

(i) Stop the vessel immediately when
directed to do so by any official patrol.

(ii) Proceed as directed by any official
patrol.

(d) Enforcement period. This section
will be enforced from 7:30 a.m. to 5:30
p-m. on October 5, 2002.

Dated: September 19, 2002.
A.E. Brooks,

Captain, U.S. Coast Guard, Acting
Commander, Fifth Coast Guard District.

[FR Doc. 02—24635 Filed 9—26—-02; 8:45 am)]
BILLING CODE 4910-15-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117
[CGD11-02-005]

Drawbridge Operation Regulations;
Sacramento River, Walnut Grove, CA

AGENCY: Coast Guard, DOT.
ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, Eleventh
Coast Guard District has issued a
temporary deviation to the regulation
governing the opening of the Walnut
Grove Highway drawbridge, mile 26.7,
over the Sacramento River at Walnut
Grove, CA. This deviation allows the
drawbridge to require 1 hour advance
notice before opening, and allows the
drawbridge to perform single leaf
operation of the drawspan for vessel
traffic. This deviation is necessary to
allow Sacramento County to perform
essential repairs to the bridge operating
machinery.

DATES: This deviation is effective from
8 a.m. on Monday, October 28, until 5
p-m. on Friday, November 1, 2002.
ADDRESSES: Materials referred to in this
rule are available for inspection or
copying at the Eleventh Coast Guard
District, Bridge Administration Section,
Building 50-6 Coast Guard Island,
Alameda, CA 94501-5100, between 8
a.m. and 4 p.m., Monday through
Friday, except Federal holidays. The
phone number is (510) 437-3516. The
Bridge Administration Section
maintains the public docket for this
rulemaking.

FOR FURTHER INFORMATION CONTACT: MTr.
David H. Sulouff, Chief, Bridge Section,
Eleventh Coast Guard District, phone
(510) 437-3516.

SUPPLEMENTARY INFORMATION: The
Walnut Grove Highway drawbridge,
mile 26.7, over the Sacramento River at
Walnut Grove, CA, is owned and
operated by Sacramento County. It is a
double leaf bascule drawbridge
providing 21 feet vertical clearance
above mean high water in the closed-to-
navigation position. Vessels that can
pass under the bridge without an
opening may do so at all times.
Presently, as set out in 33 CFR 117.189,
the draw is required to open on signal
from 9 a.m. to 5 p.m., November 1
through April 30; and 6 a.m. to 10 p.m.,
May 1 through October 31; and all other
times if at least 4 hours advance notice
is given. At the bridge location, the
Sacramento River is navigated by
commercial and recreational vessels

requiring several daily openings of the
drawspan.

During the repair period, 1 hour
advance notice will be required before
opening and the bridge will perform
single leaf operation of the drawspan for
vessel traffic from 8 a.m. to 5 p.m. daily,
October 28 through November 1, 2002.
Single leaf openings will be provided
for emergency operation upon 15
minute advance notice. Sacramento
County requested a temporary deviation
from the normal operation of the
drawbridge in order to allow for repairs.
This deviation has been coordinated
with waterway users. No objections
were received.

In accordance with 33 CFR 117.35(c),
this work will be performed with all due
speed in order to return the bridge to
normal operation as soon as possible.
This deviation from the normal
operating regulations in 33 CFR 117.5 is
authorized in accordance with the
provisions of 33 CFR 117.35.

Dated: September 13, 2002.

T.S. Sullivan,

U.S. Coast Guard, Acting Commander,
Eleventh Coast Guard District.

[FR Doc. 02—24663 Filed 9—26—-02; 8:45 am)]
BILLING CODE 4910-15-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117
[CGD01-02-105]

Drawbridge Operation Regulations:
Harlem River, NY

AGENCY: Coast Guard, DOT.
ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, First Coast
Guard District, has issued a temporary
deviation from the drawbridge operation
regulations for the 103 Street (Wards
Island) Bridge, mile 0.0, across the
Harlem River at New York. This
temporary deviation will allow the
bridge to remain closed to navigation
from 8 a.m. on September 23, 2002
through 5 p.m. on November 20, 2002.
This temporary deviation is necessary to
facilitate painting operations at the
bridge.

DATES: This deviation is effective from
September 23, 2002 through November
20, 2002.

FOR FURTHER INFORMATION CONTACT: Joe
Arca, Project Officer, First Coast Guard
District, at (212) 668-7165.
SUPPLEMENTARY INFORMATION: The bridge
owner, New York City Department of
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Transportation, requested a temporary
deviation from the drawbridge operating
regulations to facilitate necessary
maintenance, to install paint
containment, scaffold, and implement
painting operations, at the bridge. The
installation of the paint containment
and scaffold, necessary to conduct
painting operations, require the bridge
to remain in the closed position.

Under this temporary deviation the
103 Street (Wards Island) Bridge may
remain closed to vessel traffic from 8
a.m. on September 23, 2002 through 5
p.m. on November 20, 2002.

This deviation from the operating
regulations is authorized under 33 CFR
117.35, and will be performed with all
due speed in order to return the bridge
to normal operation as soon as possible.

Dated: September 12, 2002.
V.S. Crea,

Rear Admiral, U.S. Coast Guard, Commander,
First Coast Guard District.

[FR Doc. 02-24664 Filed 9-26—-02; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 165

[COTP San Juan 02-038]

RIN 2115-AA97

Safety Zones; Ponce Bay, Tallaboa
Bay, and Guayanilla Bay, Puerto Rico

and Limetree Bay, St. Croix, U.S. Virgin
Islands

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard is
establishing moving safety zones around
all Liquefied Hazardous Gas (LHG)
vessels with product aboard in the
waters of the Caribbean Sea and the
Bays of Ponce, Tallaboa, Guayanilla,
Puerto Rico and Limetree Bay, U.S.
Virgin Islands. This action is necessary
due to the highly volatile nature of this
cargo. This rule is necessary to enhance
public and maritime safety by requiring
vessel traffic to maintain a safe distance
from these LHG vessels while they are
underway.

DATES: This rule is effective October 28,
2002.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket are part of
docket [COTP San Juan 02-038] and are
available for inspection or copying at
Coast Guard Marine Safety Office San
Juan, Rodriguez and Del Valle Building,

San Martin Street, Carr. #2, Km. 4.9,
Guaynabo, Puerto Rico, 00968, between
the hours of 7 a.m. and 3:30 p.m.,
Monday through Friday, excluding
Federal Holidays.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Chip Lopez, Coast Guard
Marine Safety Office San Juan, Puerto
Rico, at (787) 706—2444.

SUPPLEMENTARY INFORMATION:
Regulatory Information

On June 4, 2002, we published a
notice of proposed rulemaking (NPRM)
entitled ““Safety Zones; Ponce Bay,
Tallaboa Bay, Guayanilla Bay, Puerto
Rico, and Limetree Bay, St. Croix
U.S.V.I.” in the Federal Register (67 FR
38451). We received no letters
commenting on the proposed rule. No
public hearing was requested and none
was held.

Background and Purpose

These rules are needed to provide for
the safety of life on navigable waters
from the hazards associated with
Liquified Hazardous Gas (LHG) carriers.
The safety zones are needed because of
the significant risks LHG ships present
to public safety due to their size, draft,
and volatile cargoes. We anticipate
periodic arrivals of vessels carrying LHG
in Ponce, Tallaboa and Guayanilla Bays,
Puerto Rico and Limetree Bay, St. Croix,
U.S. Virgin Islands. This rule will keep
vessel traffic at least 100 yards away
from LHG vessels thereby decreasing the
risk of a collision, allision, or
grounding.

This rule establishes a 100-yard safety
zone in the waters of the Caribbean Sea
surrounding all LHG vessels with
product aboard while transiting on
approach to or departing from the
following Ports, north of the latitudes
indicated. Port of Ponce, Puerto Rico
north of Latitude 17°56.00” N. Ports of
Tallaboa and Guayanilla, Puerto Rico
north of Latitude 17°57.00” N. Port of
Limetree Bay, St. Croix, U.S. Virgin
Islands north of 17°39.00° N. All
coordinates are NAD 83. These safety
zones remain in affect until the LHG
vessel is safely moored. The Marine
Safety Office San Juan will notify the
maritime community of periods during
which these safety zones will be in
effect by providing advance notice of
scheduled arrivals and departures on
LHG carriers via a broadcast notice to
mariners on VHF Marine Band Radio,
Channel 16 (156.8 MHz).

Discussion of Comments and Changes

No comments were received on the
proposed rule.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040, February 26, 1979). We
expect the economic impact of this rule
to be so minimal that a full Regulatory
Evaluation under paragraph 10(e) of the
regulatory policies and procedures of
DOT is unnecessary due to the relatively
infrequent arrival of LHG carriers, the
limited size of the safety zone, and the
relatively sparse nature of other
commercial traffic in Ponce, Tallaboa,
Guayanilla, and Limetree Bays.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““Small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

This rule may affect the following
entities, some of which may be small
entities: the owners and operators of
vessels intending to transit a portion of
Ponce, Tallaboa, Guayanilla, and
Limetree Bays while a LHG vessel
transits and docks at a facility. The
Coast Guard certifies under 5 U.S.C.
605(b) that this rule would not have a
significant economic impact on a
substantial number of small entities
because of the relative infrequent
arrivals of LHG carriers, the limited size
of the safety zone, and the relatively
sparse nature of other commercial traffic
in Ponce, Tallaboa, Guayanilla, and
Limetree Bays.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Lieutenant
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Chip Lopez at (787) 706—2444 for
assistance in understanding this
rulemaking. We also have a point of
contact for commenting on actions by
employees of the Coast Guard. Small
businesses may send comments on the
actions of Federal employees who
enforce, or otherwise determine
compliance with Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small businesses. If
you wish to comment on actions by
employees of the Coast Guard, call 1-
888-REG-FAIR (1-888—734-3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

We have analyzed this rule under
Executive Order 13132, Federalism, and
have determined that this rule does not
have implications for federalism under
that order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a State, local, or tribal
government or the private sector to
incur direct costs without the Federal
Government’s having first provided the
funds to pay those unfunded mandate
costs. This rule would not impose an
unfunded mandate.

Taking of Private Property

This rule would not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to

health or safety that may
disproportionately affect children.

Environment

The Coast Guard has considered the
environmental impact of this rule and
has determined that, under figure 2—1,
paragraph (34)(g), of Commandant
Instruction M16475.1D, that this rule is
categorically excluded from further
environmental documentation.

List of Subjects in 33 CFR Part 165

Harbors, Marine Safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
Preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1(g), 6.04—1, 6.04—6, and 160.5;
49 CFR 1.46.

2. Add §165.757 to read as follows:

§165.757 Safety Zones; Ports of Ponce,
Tallaboa, and Guayanilla, Puerto Rico and
Limetree Bay, St. Croix, U.S.V.I.

(a) Location. The following areas are
established as a safety zones during the
specified conditions:

(1) Port of Ponce, Puerto Rico. A 100-
yard radius surrounding all Liquefied
Hazardous Gas (LHG) vessels with
product aboard while transiting north of
Latitude 17°57.0' N in the waters of the
Caribbean Sea on approach to or
departing from the Port of Ponce, Puerto
Rico (NAD 83). The safety zone remains
in effect until the LHG vessel is docked.

(2) Port of Tallaboa, Puerto Rico. A
100-yard radius surrounding all
Liquefied Hazardous Gas (LHG) vessels
with product aboard while transiting
north of Latitude 17°56.0' N in the
waters of the Caribbean Sea on approach
to or departing from the Port of
Tallaboa, Puerto Rico (NAD 83). The
safety zone remains in effect until the
LHG vessel is docked.

(3) Port of Guayanilla, Puerto Rico. A
100-yard radius surrounding all
Liquefied Hazardous Gas (LHG) vessels
around with product aboard while
transiting north of Latitude 17°57.0' N
in the waters of the Caribbean Sea on
approach to or departing from the Port
of Guayanilla, Puerto Rico (NAD 83).
The safety zone remains in effect until
the LHG vessel is docked.

(4) Port of Limetree Bay, St. Croix,
U.S.V.I. A 100-yard radius surrounding
all Liquefied Hazardous Gas (LHG)
vessels with product aboard while

transiting north of Latitude 17°39.0' N
in the waters of the Caribbean Sea on
approach to or departing from the Port
of Limetree Bay, U.S.V.I. (NAD 83). The
safety zone remains in effect until the
LHG vessel is docked.

(b) Regulations. In accordance with
the general regulations in § 165.23 of
this part, anchoring, mooring or
transiting in these zones is prohibited
unless authorized by the Coast Guard
Captain of the Port. The Marine Safety
Office San Juan will notify the maritime
community of periods during which
these safety zones will be in effect by
providing advance notice of scheduled
arrivals and departures on LHG carriers
via a broadcast notice to mariners on
VHF Marine Band Radio, Channel 16
(156.8 MHz).

Dated: September 16, 2002.
W.J. Uberti,

Captain, U.S. Coast Guard, Captain of the
Port, San Juan.

[FR Doc. 02—24665 Filed 9-26—-02; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 3
RIN 2900-AK95

Recoupment of Severance Pay From
VA Compensation

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: This document amends the
Department of Veterans Affairs (VA)
adjudication regulation governing
recoupment of military severance pay
from service-connected disability
compensation to conform to the
statutory provision that, effective
September 15, 1981, requires the
recoupment of any severance pay from
VA compensation. VA is also amending
these regulations to reflect the statutory
provision that excludes Federal income
tax withheld from payments of
separation pay, severance pay, and
readjustment pay made after September
30, 1996, from VA recoupment.

DATES: Effective Date: September 27,
2002.

Applicability Dates: The changes will
be applied retroactively to conform to
statutory requirements. For more
information concerning dates of
applicability, see the SUPPLEMENTARY
INFORMATION section.

FOR FURTHER INFORMATION CONTACT: ]ohn
Bisset, Jr., Consultant, Regulations Staff,
Compensation and Pension Service,
Veterans Benefits Administration, 810
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Vermont Avenue, NW., Washington, DC
20420, telephone (202) 273-7213.
SUPPLEMENTARY INFORMATION: VA
regulations at 38 CFR 3.700(a)(3)
currently state that there is no
prohibition against payment of
compensation if a veteran received
nondisability severance pay from the
military.

In a precedent opinion
(VAOPGCPREC 12-96), VA’s General
Counsel held that the portion of 38 CFR
3.700(a)(3) which states that there is no
prohibition against payment of
compensation to a veteran who received
nondisability severance pay is of no
effect because it is inconsistent with 10
U.S.C. 1174(h)(2), which as added in
1980 by Public Law 96-513, section
109(c), 94 Stat. 2835, 2870 (1980),
requires, effective September 15, 1981,
recoupment of nondisability severance
pay from VA compensation. Therefore,
VA is amending 38 CFR 3.700(a)(3) to
conform to the governing statute.

Public Law 104-201 amended 10
U.S.C. 1174(h)(2) to exclude Federal
income tax withheld from payments of
separation pay, severance pay and
readjustment pay made after September
30, 1996, from VA recoupment. VA is
amending 38 CFR 3.700(a)(2)(iii), (a)(3),
and (a)(5)(i) to conform to this governing
statute. In addition, VA is making
nonsubstantive changes to 38 CFR 3.700
for purposes of clarity.

Except with respect to the amendment
relating to income tax, this rule applies
to disability compensation paid after
September 14, 1981; the amendment
relating to income tax applies only to
payment of separation pay, special
separation benefits under 10 U.S.C.
1174a, severance pay, and readjustment
pay made after September 30, 1996.

While this document updates VA
regulations concerning statutes enacted
in 1981 and 1996, VA procedures have
adhered to these statutes since their
enactment. This document brings VA
regulations into conformance with VA
practice and will not create
overpayments in any existing claims.

Administrative Procedure Act

Changes made by this final rule
merely reflect the statutory
requirements in title 10, U.S.C. or are
nonsubstantive changes made for
purposes of clarity. Accordingly, there
is a basis for dispensing with prior
notice and comment and delayed
effective date provisions of 5 U.S.C. 552
and 553.

Unfunded Mandates

The Unfunded Mandates Reform Act
requires, at 2 U.S.C. 1532, that agencies
prepare an assessment of anticipated

costs and benefits before developing any
rule that may result in an expenditure
by State, local, or tribal governments, in
the aggregate, or by the private sector of
$100 million or more in any given year.
This final rule would have no
consequential effect on State, local, or
tribal governments.

Paperwork Reduction Act

This document contains no provisions
constituting a collection of information
under the Paperwork Reduction Act (44
U.S.C. 3501-3520).

Executive Order 12866

This document has been reviewed by
the Office of Management and Budget
under Executive Order 12866.

Regulatory Flexibility Act

The Secretary hereby certifies that
this final rule will not have a significant
economic impact on a substantial
number of small entities as they are
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This amendment
would not directly affect any small
entities. Only individuals could be
directly affected. Therefore, pursuant to
5 U.S.C. 605(b), this final rule is exempt
from the initial and final regulatory
flexibility analyses requirements of
sections 603 and 604.

Catalog of Federal Domestic Assistance

The Catalog of Federal Domestic
Assistance program number is 64.109.

List of Subjects in 38 CFR Part 3

Administrative practice and
procedure, Claims, Disability benefits,
Individuals with disabilities, Pensions,
Veterans.

Approved: August 16, 2002.
Anthony J. Principi,
Secretary of Veterans Affairs.

For the reasons set forth in the
preamble, the Department of Veterans
Affairs amends 38 CFR part 3 as follows:

PART 3—ADJUDICATION

Subpart A—Pension, Compensation,
and Dependency and Indemnity
Compensation

1. The authority citation for part 3,
subpart A, continues to read as follows:

Authority: 38 U.S.C. 501(a), unless
otherwise noted.

2. Section 3.700 is amended by:

A. In paragraph (a)(2)(iii), removing
“of the total amount’; adding two
sentences and revising the authority
citation at the end of paragraph
(a)(2)(iii).

B. In paragraph (a)(3), in the first
sentence, removing ‘“severance pay is

granted,” and adding, in its place,
““severance pay is granted, or where
entitlement to disability compensation
was established on or after September
15, 1981,”; removing the fifth sentence;
in the six sentence, removing
“Compensation” and adding, in its
place, “Where entitlement to disability
compensation was established prior to
September 15, 1981, compensation”;
adding three sentences at the end of
paragraph (a)(3); and revising the
authority citation at the end of the
paragraph.

C. In paragraph (a)(5), revising the
paragraph heading.

D. In paragraph (a)(5)(i), removing “A
veteran’’ and adding, in its place,
“Where entitlement to disability
compensation was established on or
after September 15, 1981, a veteran’;
removing ‘“‘total amount received as’’;
adding two sentences at the end of
paragraph (a)(5)(i).

E. Revising the authority citation at
the end of paragraph (a)(5).

The revisions and additions read as
follows:

§3.700 General.

* * * * *

(a] * Kk %

(2] * * %

(iii)* * * Where payment of readjustment
pay was made on or before September 30,
1996, VA will recoup from disability
compensation an amount equal to the total
amount of readjustment pay. Where payment
of readjustment pay was made after
September 30, 1996, VA will recoup from
disability compensation an amount equal to
the total amount of readjustment pay less the
amount of Federal income tax withheld from

such pay.

(Authority: 10 U.S.C 1174(h)(2) and
1212(c))
* * * * *

(3) * * * Where entitlement to
disability compensation was established
on or after September 15, 1981, a
veteran may receive disability
compensation for disability incurred or
aggravated by service prior to the date
of receipt of the severance pay, but VA
must recoup from that disability
compensation an amount equal to the
severance pay. Where payment of
severance pay was made on or before
September 30, 1996, VA will recoup
from disability compensation an amount
equal to the total amount of the
severance pay. Where payment of
severance pay was made after
September 30, 1996, VA will recoup
from disability compensation an amount
equal to the total amount of the
severance pay less the amount of
Federal income tax withheld from such

pay.
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(Authority: 10 U.S.C. 1174(h)(2) and
1212(c))

* * * * *

(5) Separation pay and special
separation benefits. (i) * * * Where
payment of separation pay or special
separation benefits under section 1174a
was made on or before September 30,
1996, VA will recoup from disability
compensation an amount equal to the
total amount of separation pay or
special separation benefits. Where
payment of separation pay or special
separation benefits under section 1174a
was made after September 30, 1996, VA
will recoup from disability
compensation an amount equal to the
total amount of separation pay or
special separation benefits less the
amount of Federal income tax withheld
from such pay.

* * * * *

(Authority: 10 U.S.C. 1174 and 1174a)

* * * * *

[FR Doc. 02—24390 Filed 9-26-02; 8:45 am)]
BILLING CODE 8320-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[GA-200228(a); FRL-7382-2 ]

Approval and Promulgation; Georgia
Transportation Conformity State
Implementation Plan Memorandum of
Agreement for the Atlanta Metropolitan
Area

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is promulgating a minor
correction to its previous approval of
the transportation conformity State
Implementation Plan (SIP) for Atlanta,
Georgia promulgated on April 7, 2000
(65 FR 18249). This direct final
rulemaking will amend EPA’s approval
of the Georgia Transportation
Conformity SIP, so that the current SIP
is consistent with the March 2, 1999,
decision by the U.S. Court of Appeals
for the District of Columbia Circuit
Court that affected the transportation
conformity regulations pertaining to
triggers and the frequency of conformity
determinations. As a consequence of
this correction, Georgia will no longer
be required to make a new conformity
determination within eighteen months
of the submission date of an initial SIP.
Alternatively, EPA’s August 6, 2002,
rulemaking revision (67 FR 50808) will
now govern the establishment of the
eighteen-month conformity clock for

initial SIP submissions. The eighteen-
month clock for initial SIPs will begin
upon the effective date of EPA’s
adequacy finding for the motor vehicle
emissions budgets in such submitted
SIPs.

DATES: This direct final rule is effective
November 26, 2002, without further
notice, unless EPA receives adverse
comment by October 28, 2002. If
adverse comment is received, EPA will
publish a timely withdrawal of the
direct final rule in the Federal Register
and inform the public that the rule will
not take effect.

ADDRESSES: Written comments on this
action should be addressed to Kelly A.
Sheckler at the Environmental
Protection Agency, Region 4 Air
Planning Branch, 61 Forsyth Street, SW,
Atlanta, Georgia 30303. Copies of
documents relative to this action are
available for public inspection during
normal business hours at the following
locations. The interested persons
wanting to examine these documents
should make an appointment with the
appropriate office at least 24 hours
before the visiting day. References file
GA 20228. The EPA Region 4 office may
have additional background documents
not available at the other locations.

Air and Radiation Docket and
Information Center (Air Docket 6102),
U.S. Environmental Protection Agency,
401 M Street, SW, Washington, DC
20460.

Environmental Protection Agency,
Region 4 Air Planning Branch, 61
Forsyth Street, SW, Atlanta, Georgia
30303. Attn.: Kelly Sheckler, 404/562—
9042, Sheckler.Kelly@epa.gov.

Georgia Department of Natural
Resources, Environmental Protection
Division, Air Protection Division, 4244
International Parkway, Suite 136,
Atlanta, Georgia 30354.

FOR FURTHER INFORMATION CONTACT:
Kelly Sheckler, Air Quality Modeling
and Transportation Section, US.
Environmental Protection Agency,
Region 4, 61 Forsyth Street, SW,
Atlanta, Georgia 30303,
Sheckler.Kelly@epa.gov, (404) 562—
9042.

SUPPLEMENTARY INFORMATION:

Background

Transportation conformity is required
under section 176(c) of the Clean Air
Act (42 U.S.C. 7506(c) to ensure that
federally supported highway and transit
project activities are consistent with
(“conform to”) the purpose of a state air
quality implementation plan. EPA’s
transportation conformity rule
established the criteria and procedures
for determining whether transportation

activities conform to the state air quality
plan.

EPA first published the transportation
conformity rule on November 24, 1993
(58 FR 62188), and made subsequent
revisions to the rule in 1995 (60 FR
40098, August 7, 1995, and 60 FR
57179, November 14, 1995). On August
15, 1997, however, EPA published a
comprehensive set of amendments that
clarified and streamlined language from
the 1993 transportation conformity rule
and 1995 amendments (62 FR 43780).
Since the publication of the 1997 rule,
EPA has made two additional revisions
to the conformity rule in 2000 and 2002
(65 FR 18911, April 10, 2000, and 67
FR 50808, August 6, 2002).

The August 2002 amendment to the
conformity rule addressed, in part, the
decision made on March 2, 1999, by the
U.S. Court of Appeals for the District of
Columbia Court that affected several
provisions of the 1997 rulemaking
(Environmental Defense Fund v. EPA, et
al., 167 F. 3d 641, D.C. Cir 1999).
Specifically, the August amendment
addressed the impact of this Court
decision on one provision of the
conformity rule, Section 93.104 (e).
With this rule change, conformity must
now be determined within eighteen
months of the effective date of the
Federal Register notice announcing
EPA’s finding that the motor vehicle
emission budgets in an initial SIP
submission are adequate rather than
within eighteen months of initial SIP
submission.

We made this minor change to the
conformity rule to respond to the Court
decision that EPA must find motor
vehicle emissions budgets in submitted
SIPs adequate before they can be used
in a conformity determination. The
August 2002, rulemaking also changes
the starting point for eighteen month
clocks that are currently running for
areas with initial SIP submissions, so
that these areas are given the full
eighteen months after EPA’s adequacy
finding to determine conformity to their
SIPs. In other words, in areas where a
SIP has been submitted and EPA is
currently reviewing it for adequacy, the
eighteen-month clock required by
section 93.104(e) (2) will now not start
until the effective date of our adequacy
finding. For areas that have submitted
initial SIPs that EPA has already found
adequate and to which conformity has
not yet been determined, the August
rule restarts the eighteen-month clock
from the effective date of EPA’s positive
adequacy finding. For more information
on the eighteen-month conformity
requirement for initial SIP submissions
see the August 6, 2002 final rule (67 FR
50808).
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Section 51.390 (b) of the conformity
rule specifies that after EPA approves a
conformity SIP revision, the federal rule
no longer governs conformity
determinations with respect to the
provisions covered by the state rule.
Therefore, areas that have approved
SIPs governing eighteen-month triggers
(i.e., SIPs that include 93.104(e)(a) from
the 1997 transportation conformity
rule), the actions of the August 6, 2002
rule will normally only be effective
when EPA approves a conformity SIP
revision that includes the amendment to
the state rules to align the eighteen-
month clock for initial SIP submissions
with EPA’s adequacy provisions. In the
case of Atlanta, EPA has approved
conformity SIP that included section
93.104(e)(2) from the 1997 version of the
transportation conformity rule.
However, EPA believes that its initial
approval of Atlanta’s SIP was in error.
Specifically, EPA should not have
approved section 105(e) of the State
Interagency Transportation Conformity
Memorandum of Agreement (MOA)
since this provision mirrors section
93.104(e)(2) that was indirectly affected
by the March 2, 1999 court decisions.

Therefore, in today’s action, EPA is
correcting its earlier approval of the
Atlanta, Georgia transportation
conformity SIP to remove approval of
section 105(e) of the Interagency
Transportation Conformity MOA. EPA
believes that its approval of that
provision was in error, because it was
made after the March 2, 1999, court
ruling that conformity could not be
shown to the motor vehicle emissions
budgets in submitted SIPs until EPA
finds such submitted budgets adequate
for transportation conformity purposes.
Since section 105(e) would require a
determination of conformity within
eighteen-months of submittal of an
initial SIP, even if EPA had not found
the budget to be adequate, EPA
concludes that it should not have
approved that section of the Atlanta SIP.

Final Action

Therefore, pursuant to section
110(k)(6) of the Clean Air Act, EPA is
now correcting its approval of the
Atlanta SIP to remove its approval of
section 105(e). In the absence of EPA
approval of this provision, the state of
Georgia will revert back to reliance of
the Federal transportation conformity
rule and its requirement for the
eighteen-month conformity requirement
for initial SIPs. That is, the eighteen-
month conformity requirement will now
be triggered in Atlanta only from the
effective data of EPA’s adequacy finding
for such initial SIPs.

The EPA is publishing this rule
without a prior proposal because the
Agency views this as a noncontroversial
submittal and anticipates no adverse
comments. However, in the proposed
rules section of this Federal Register
publication, EPA is publishing a
separate document that will serve as the
proposal to approve the SIP revision
should adverse comments are filed. This
rule will be effective November 26,
2002, without further notice unless the
Agency receives adverse comments by
October 28, 2002.

If the EPA receives such comments,
then EPA will publish a document
withdrawing the final rule and
informing the public that the rule will
not take effect. All public comments
received will then be addressed in a
subsequent final rule based on the
proposed rule. The EPA will not
institute a second comment period.
Parties interested in commenting should
do so at this time. If no such comments
are received, the public is advised that
this rule will be effective on November
26, 2002, and no further action will be
taken on the proposed rule.

Administrative Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Effect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely corrects
our action that approves state law as
meeting Federal requirements and
imposes no additional requirements
beyond those imposed by state law.
Accordingly, the Administrator certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). Because this rule corrects our
action that approves pre-existing
requirements under state law and does
not impose any additional enforceable
duty beyond that required by state law,
it does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Public Law 104—4). This rule
also does not have tribal implications
because it will not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes, as

specified by Executive Order 13175 (65
FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
corrects our action that approves a state
rule implementing a Federal standard,
and does not alter the relationship or
the distribution of power and
responsibilities established in the Clean
Air Act. This rule also is not subject to
Executive Order 13045 “‘Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because it is not
economically significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VGS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
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appropriate circuit by November 26,
2002. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and will not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Intergovernmental relations, Nitrogen
dioxide, Ozone, Particulate matter,
Reporting and recordkeeping
requirements, Sulfur oxides, Volatile
organic compounds.

Dated: September 11, 2002.

A. Stanley Meiburg,
Regional Administrator, Region 4.
Part 52 of chapter [, title 40, Code of

Federal Regulations, is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42.U.S.C. 7401 et seq.

Subpart L—Georgia

2. Section 52.570(e), is amended by
revising entry 12 in the table-EPA
Approved Georgia Non-Regulatory
Provisions to read as follows:

§52.570 Identification of plan.

* * * * *

EPA APPROVED GEORGIA NON-REGULATORY PROVISION

Applicable geo-

State submittal EPA approval

Name of nonregulatory SIP provision graphic or non- date/effective date
attainment area date
12. Georgia Interagency Transportation Conformity Memorandum of Agreement, except Atlanta Metro- February 16, November 26,

for the following sections: Section 103(4)(d); Section 105(e); Section 106(c); Section politan Area. 1999. 2002.
110(c)(2)(ii); Section 110(c)(2)(ii); Section 110(d)(2)(i); Section 110(d)(3)(i); Section
110(e)(2)(i); Section 110(e)(3)(i); Section 119(e)(1); Section 119b(a)(2); Section
130(1); and Section 133..

* * * * * * *

[FR Doc. 02—24490 Filed 9-26-02; 8:45 am)]
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[LA—63-2-7569; FRL—7384-6]

Approval and Promulgation of Air
Quality State Implementation Plans
(SIP); Louisiana; Emissions Reduction
Credits Banking in Nonattainment
Areas

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The EPA is approving the
Louisiana emission reduction credit
(ERC) banking program as a revision to
the Louisiana State Implementation
Plan (SIP). The ERC banking regulation
establishes a means of enabling
stationary sources to identify and
preserve or acquire emission reductions
for New Source Review (NSR) emission
offsets. The revisions remove the
requirement that ERCs in the bank be set
aside as a contingency measure for the
attainment demonstration. The revisions
also remove the requirement that NSR
netting be conducted with surplus ERCs
from the bank. The revisions clarify the
requirement that ERCs be surplus to all

requirements of the Clean Air Act (the
Act) when used. The EPA approves
these revisions to the ERC banking
regulation to satisfy the provisions of
the Act which relate to the permitting of
new and modified sources which are
located in nonattainment areas. The
EPA does not approve the revisions as
an Economic Incentive Program (EIP),
nor through this rule alone are we
allowing the use of ERCs for inter-
precursor trading purposes or for
alternate Reasonably Available Control
Technology (RACT) compliance
purposes. Pursuant to section 553(d) of
the Administrative Procedure Act, EPA
finds good cause to make this action
effective immediately.

EFFECTIVE DATE: This rule will be
effective on September 27, 2002.

ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the following
locations. Persons interested in
examining these documents should
make an appointment with the
appropriate office at least 24 hours
before the visiting day.

Environmental Protection Agency,
Region 6, Air Planning Section (6PD-L),
1445 Ross Avenue, Suite 700, Dallas,
Texas 75202—2733. Louisiana
Department of Environmental Quality,
7920 Bluebonnet Boulevard, Baton
Rouge, Louisiana 70884.

FOR FURTHER INFORMATION CONTACT:
Merrit H. Nicewander, Watershed
Management Section (6WQ-EW), EPA
Region 6, 1445 Ross Avenue, Dallas,
Texas 75202-2733, telephone (214)
665—7519 (nicewander.merrit@epa.gov).
SUPPLEMENTARY INFORMATION: This
section is organized as follows:

I. What action is EPA taking?

II. What did EPA propose?

III. What comments did EPA receive, and
what are our responses?

IV. Administrative requirements

LENT ’

Throughout this document “we” “us
and “our” means EPA.

I. What Action is EPA Taking?

We are granting approval of the
Louisiana Department of Environmental
Quality (LDEQ) ERC banking regulation
as a component of the Louisiana SIP.
The rule is promulgated by the State at
LAC 33:II, Chapter 6 (Regulations on
Control of Emissions Through the Use of
Emission Reduction Credit Banking), as
published in the Louisiana Register on
February 20, 2002. The Governor of
Louisiana submitted this rule to the EPA
as a SIP revision on March 4, 2002.

Our approval of the revised ERC bank
rule was necessary to reflect the
rescission of the contingency measures’
enforceable process contained in section
621 of the rule, to incorporate the
“Surplus When Used” provision in
accordance with the Act and our
Administrator’s Order of December 22,
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2000, to remove the requirement that
netting reductions for nonattainment
new source review (NNSR) purposes
meet the surplus requirement of the
emissions bank and to remove section
611 regarding mobile sources emission
reductions, which we had not
previously approved as part of the SIP.
In addition, the revised rule removed
section 623, which covered the
withdrawal, use and transfer of ERCs,
and section 625, which covered the
application and processing fees. Our
approval of the revised rule, including
the removal of these sections, does not
constitute a relaxation of the SIP, since
any and all relevant portions of these
sections have been incorporated into the
revised rule.

We approved the previous LDEQ
Chapter 6 banking rule on July 2, 1999.
That SIP approval did not include
section 611, Mobile Source Emission
Reductions, which the State had
promulgated in August 1994, but did
include sections 621, 623 and 625.
Section 623 covered the withdrawal, use
and transfer of ERCs. Section 625
covered the application and processing
fees. We are granting approval of the
LDEQ revised Chapter 6 bank rule to
reflect the removal of sections 611, 621,
623 and 625.

The purpose of the revised rule is to
establish the means of enabling
stationary sources to identify and
preserve or acquire emission reductions
for New Source Review offsets. This
purpose provides flexibility to
stationary sources when they undergo
NNSR, allowing sources in need of
emissions offsets to identify another
stationary source that may have surplus
emission reductions available for
purchase as NNSR offsets. Although
Section 601 states that the purpose of
the rule is to “identify and preserve”
emission reductions for NNSR offsets,
the revised rule does not itself provide
a mechanism for “preserving” emission
reductions until the permitting stage.
That is, under LAC 33:111.617(C)(2),
emission reductions can only be
preserved after they are identified in the
ERC certificate and LDEQ determines
during the permit review process that
they are “Surplus When Used.”

Section 553(d) of the Administrative
Procedure Act generally provides that
rules may not take effect earlier than 30
days after they are published in the
Federal Register. If, however, an
Agency identifies a good cause, section
553(d)(3) allows a rule to take effect
earlier, provided that the Agency
publishes its reasoning in the final rule.
EPA is making this action effective
immediately because this rule is related
to the Baton Rouge 1-hour ozone

Attainment Plan and Transport State
Implementation Plan, on which the EPA
intends to take imminent action (see 67
FR 50391, August 2, 2002). In
conjunction with its August 2, 2002,
proposed approval of the attainment
demonstration, EPA proposed to extend
the ozone attainment date for the Baton
Rouge area to November 15, 2005, while
retaining the area’s current classification
as a serious ozone nonattainment area
and to withdraw EPA’s June 24, 2002,
rulemaking determining nonattainment
and reclassification of the BR area (67
FR 42687). The effective date of EPA’s
June 24, 2002, nonattainment
determination and reclassification is
imminent. Furthermore, making this
action effective immediately does not
impose any additional requirements,
because the underlying regulations are
already effective under state law.

II. What Did EPA Propose?

In spite of the fact that the revised
rule is named an Emission Reduction
Credit Banking regulation, it does not
establish an ERC bank, and we therefore
did not propose approval of the rule as
an ERC bank. The program established
by the revised rule merely functions as
a bulletin board to facilitate stationary
source communications and offset
purchases before certification and use of
ERCs in an NNSR permit application.
Similarly, the program established by
the revised Chapter 6 rule is not itself
a market-based program for achieving
air quality improvements, and is
therefore not an EIP as defined by the
EPA. Instead, the program may be used
to reduce the administrative burden
experienced by stationary sources
obtaining emission reductions as a part
of New Source Review permitting.
Accordingly, we proposed approval of
the revised Chapter 6 rule with the
understanding that the program it
establishes will be used in conjunction
with the revised Chapter 5 NNSR rule
to facilitate stationary source
communications and offset purchases
before certification and use of an ERC in
an NNSR permit application.

An emissions banking rule that
functions merely to facilitate
communication between stationary
sources is not within the scope of the
guidance document “Improving Air
Quality with Economic Incentive
Programs,” EPA-452/R-01-011 (EPA
Office of Air and Radiation, January
2001) (the EIP Guidance). We therefore
did not review the revised rule for
consistency with the EIP Guidance.

We proposed approval of the rule as
meeting the requirements for SIP
approval under Title I Part D and
section 110 of the Act.

III. What Comments Did EPA Receive
and What are EPA’s Responses to
Comments?

The Steering Committee of the Baton
Rouge Ozone Task Force, the
Leadership Team of the Baton Rouge
Ozone Task Force, the Louisiana
Chemical Association and the Louisiana
Mid-Continent Oil and Gas Association
comments.

Comment: Each of these parties
commented by providing a statement of
support for our proposed approval of
the LDEQ revised ERC regulation.

Response: We have considered these
statements of support in making our
final determination.

Louisiana Generating LLC Comment

Comment: Louisiana Generating LLC
(LaGen) commented that LDEQ’s
proposed Attainment Plan/Transport
SIP revisions contain a proposed
Control Strategy Element, Section 4.2.1
Permitting NOx Sources, that could
result in the imposition of the
equivalent of the nonattainment rules in
an attainment area without authority of
law. LaGen stated that the revised LDEQ
bank regulation is not approvable to the
extent that any of the provisions of the
regulation could be implemented to
support requiring offsets of new
facilities or major modifications in
attainment parishes.

Response: The stated purpose of the
LDEQ ERC revised rule in section 601
is to establish the means of enabling
stationary sources to identify and
preserve or acquire emission reductions
for NSR offsets. As noted above, the
program established by the revised rule
does not function as an ERC banking or
trading program, but merely as a
bulletin board to facilitate stationary
source communications and offset
purchases before certification and use of
ERCs in an NNSR permit application.
The revised rule does not contain any
provisions that could be implemented to
support requiring offsets of new
facilities or major modifications in
attainment parishes. We therefore do
not find in this comment any basis for
disapproval of the proposed ERC bank
rule.

State of Louisiana Department of
Environmental Quality comments

Comment: LDEQ strongly supported
our proposed approval, but requested
several corrections and clarifications.
One comment stated that our proposed
approval notice at 67 FR 48086
indicated that LDEQ defined the term
“Surplus Emission Reductions”
whereas the rule at LAC 33:1I1.605
defines the term “Surplus” but not
“Surplus Emission Reductions’.
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Response: We have considered these
statements of support in making our
final determination.

The LDEQ comment regarding
“Surplus Emission Reductions” is
correct. The referenced sentence in our
proposed approval notice should have
read: ‘““Surplus” emission reductions
are defined in LAC 33:I11.605 as
emission reductions voluntarily created
for an emissions unit; not required by
any local, state or federal law,
regulation, order, or requirement; and in
excess of reductions used to
demonstrate attainment of federal and
state ambient air quality standards.”

Comment: The second LDEQ
comment indicated the appearance of
missing text at 67 FR 48086.

Response: LDEQ correctly noted a
typographical error in our proposed
approval notice, although the error
consisted of extra text (the words “‘the
voluntary reduction”) rather than
missing text. The referenced sentence in
our proposed approval notice should
have read: “Emissions reductions below
these ‘‘baseline emissions” are
considered surplus, and under the rule
are calculated by subtracting future
allowable emissions after the reductions
from the baseline emissions.”

Comment: The third LDEQ comment
requested clarification that the
“surplus” determination is made at the
time a permit application that relies
upon the reductions as offsets is deemed
administratively complete. Our
proposed approval notice at 67 FR
48088 indicated that it was at the time
of the State’s evaluation of the permit
application.

Response: We agree with LDEQ that a
“surplus” determination is made at the
time a permit is deemed
administratively complete, as is
apparent from the definition of
“surplus” in Section 605 of the revised
Louisiana rule, and from Section 617(a),
which says that LDEQ will review an
application for ERCs when a request is
submitted to use the ERCs as offsets.
Thus, the State’s verification that the
ERCs are surplus must be conducted
when they are to be used, not when they
are acquired (or submitted for
certification or purchased). We agree
with LDEQ that the most appropriate
time for LDEQ to make its review and
determination as to “surplus” is after
the application is deemed
administratively complete. (This timing
is consistent with EPA policy regarding
determinations for netting purposes.)

Comment: LDEQ commented that the
State has recently promulgated and
revised the NOx control regulation in
Chapter 22. Our proposed approval
notice stated that the State has recently

revised the NOx control regulation in
Chapter 22.

Response: We agree with LDEQ that
the State has recently promulgated and
revised the NOx control regulation.

Tulane Environmental Law Clinic
Comments

Tulane submitted the comments by
fax on August 26, 2002. The EPA is
under no obligation to extend the
comment period or to accept late
comments. We decided to accept
comments which were received by our
office by close-of-business on August
26, 2002. This time frame corresponds
to the estimated travel time for first
class mail for a letter mailed and
postmarked on the last day of the
comment period, August 22, 2002.

Comment: The compliance date for
NOx sources is May 1, 2005. Voluntary
NOx reductions before this date could
be deemed surplus and therefore
eligible for use as emission offsets,
which could allow facilities to offset
new VOC emissions by early RACT
implementation.

Response: The EPA disagrees with the
commenter’s interpretation that
facilities which elect to implement
RACT before the compliance date
required by the rule, May 1, 2005,
would generate reductions eligible for
use as emission offsets.

Louisiana promulgated its revised
NOx rules on February 20, 2002
(Louisiana Register, Vol. 28, No. 2). On
February 27, 2002, the State submitted
to EPA the revised NOx rules for the
Baton Rouge area and its Region of
Influence. The revised NOx rule
requires certain affected categories of
NOx-generating facilities to achieve
RACT “as expeditiously as possible, but
no later than May 1, 2005.” This date
takes into consideration the time
affected categories of NOx-generating
facilities may need to procure, calibrate
and implement RACT. On July 23, 2002,
the EPA proposed approval of the SIP
revisions to regulate emissions of NOx
to meet requirements of the CAA (67 FR
48095). Section 173(c)(2) of the Act
states that reductions otherwise
required by the Act are not creditable as
offsets. Although the rule permits
affected categories of NOx-generating
facilities to achieve compliance with
NOx RACT no later than May 1, 2005,
the rule became effective when
promulgated. Therefore, facilities
achieving NOx RACT compliance before
May 1, 2005, are creating emission
reductions as required by law.
Therefore, such facilities will not obtain
ERCs and cannot offset VOC emissions
by early RACT implementation.
Furthermore, emissions decreased by a

voluntary action must be permanent in
order to meet the surplus ERC criteria.
Because the rule provides for
compliance no later than May 1, 2005,
reductions made before that date could
not be considered permanent, and
therefore could not be surplus.

For the above reasons, the comment
does not indicate that any change to the
rule is required.

Comment: Tulane states, as an
example of a “‘segmented approach” by
which they charge that EPA has avoided
addressing how various state rules will
operate together, that EPA
acknowledged at 67 FR 48097 that
Louisiana will need to develop a two-
balance system for tracking NOx
reductions, but deferred analysis of that
issue to a ‘‘separate Federal Register
document” that has yet to be issued.

Response: We disagree, both as to the
general proposition that a “segmented
approach” allowed the EPA to avoid
issues, and as to the specific charge that
EPA failed to present the promised
analysis of the two-balance NOx
reduction system.

We first note that both our proposed
approval of the revised Chapter 6 rule
and our proposed approval of the
revised Section 504 rule (NNSR)
addressed the general topic: “How Does
the State’s NSR Regulation in Chapter 5
Interact With the NOx Control
Regulation in Chapter 22 and the
Revised Banking Regulation in Chapter
6.”

Regarding the “deferred analysis”
comment, the full sentence from which
the above quotation was taken reads as
follows: “We will be proposing action
on Louisiana’s ERC accounting in a
separate Federal Register document.”
That document was our proposed
approval notice of the LDEQ revised
ERC rule, which contained substantial
discussion of the workings of the two-
balance ERC system. See 67 FR 48087—
48089. In addition, we requested in our
proposed approval of the Chapter 5
NNSR rule “that in response to
comments on EPA’s proposed approval
of the Chapter 5 and Chapter 6 rules, the
State affirm and detail the procedures
for the determination of NOx surplus
ERCs resulting from the split emission
limitations for the NOx RACT rule in
Chapter 22”. 67 FR 48089. Additional
discussion of this issue appears later in
this section.

Comment: VOC increases from the
Interpollutant Trading and NOx rules
will have a disproportionate impact on
minority communities, contrary to EIP
Guidance, especially sections 16.2 and
16.9.

Response: The purpose of the revised
ERC rule is to establish the means of
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enabling stationary sources to identify
and preserve or acquire emission
reductions for New Source Review
offsets. Since the rule does not by itself
directly reduce emissions or improve air
quality, and is instead intended solely
to enable stationary sources to identify
and acquire NOx and VOC offsets for
NNSR purposes, the rule was reviewed
as a component of the SIP related to the
NNSR offsets rule, not as an Economic
Incentive Program. Thus, the EIP
Guidance is not applicable to the
revised ERC rule.

The revised rule does not contain any
reference to an inter-precursor trading
(that is, the trading of emission
reductions of one pollutant’s precursors
for emission reductions of a different
precursor for that pollutant) program.
The purpose of the rule does not
include inter-precursor, or for that
matter, any emissions trading. The new
source permitting regulation in Chapter
5, on the other hand, refers to what we
consider inter-precursor trading. Under
the revised Chapter 5 procedure, the
State’s verification that the ERCs are
surplus must be conducted when they
are to be used, not when they are
acquired (or submitted for certification
or purchased). Thus, inter-precursor
trades are appropriately reviewed,
evaluated and verified under the NSR
program at the time of use. The
comment is therefore not relevant to our
approval of the proposed ERC bank rule.
Further discussion of this issue will
appear in our final rule regarding the
revised NNSR rule, to be published in
a separate Federal Register document.

Comment: The ERC bank is broken, is
awaiting audit, and is not capable of
tracking the expanded and more
complicated emission offsets proposed
in Louisiana’s NOx and NSR rules. EPA
should not approve any banking rule
until the concerns raised in the public
petition for an audit of the bank are
addressed.

Response: We disagree that the
program established by the revised ERC
rule is broken. As stated earlier, the
purpose of the LDEQ ERC revised rule
is to establish the means of enabling
stationary sources to identify and
“preserve’’ or acquire emission
reductions, the acceptability of which is
later determined by the LDEQ), in the
permitting process for NSR offsets. In
spite of the fact that the revised rule is
named an Emission Reduction Credit
Banking regulation, the State did not
adopt, nor did we propose to approve,
the revised rule to function as an ERC
bank or trading program. Rather, the
revised rule merely provides a bulletin
board to facilitate stationary source
communications and offset purchases

before potential certification and
potential use in an NSR/NNSR permit
application. The so-called “bank” in the
revised rule will not itself provide ERCs
that may be used for NSR/NNSR
trading. The State makes a case-by-case
determination in each individual permit
application process about the validity of
the ERCs relied upon in an application
by a source owner/operator.

The revised ERC bank rule removes
the necessity that ERCs be tracked to
ensure that the bank contains sufficient
ERCs for attainment demonstration
contingency purposes. Our action
approves a revision that is simplifying
the function of the bank, not
complicating it as indicated by the
comment.

Comment: The deletion in the
proposed ERC rule of language clearly
disqualifying emissions reductions
taken pursuant to a compliance order or
consent decree from use as emissions
offsets opens the door to illegal
offsetting. Section 173(c)(2) prohibits
the banking of credits for any emission
reductions otherwise required by the
Act.

Response: We disagree that the
definitions of “surplus” and
“enforceable” in the revised ERC rule
open the door to illegal offsetting. As
stated above, “surplus’ emission
reductions are defined in LAC 33:II1.605
as, among other things, emission
reductions not required by any local,
state or federal law, regulation, order, or
requirement. Compliance orders and
consent decrees are orders as well as
requirements of the Act, and emission
reductions required under such an order
or decree cannot be classified as
surplus.

Comment: By eliminating the
requirement that emission reductions be
creditable under the definition of
netting, Louisiana’s proposed ERC rule
violates federal law and must not be
approved. Netting is a form of emission
offsetting. LDEQ is now proposing to
allow netting of emission reductions
that do not qualify as ERCs, in violation
of EPA policy and the Act. The
definition of netting in the ERC rule
violates section 173(c) of the Act and
therefore LDEQ must not adopt the
proposed rule as written.

Response: We disagree that netting is
a form of emission offsetting. The term
netting is derived from the NSR
definition of “net emission increase” at
40 CFR 51.165 and 40 CFR 52.21. The
net emission increase due to a specific
project is the project emission increases
plus any creditable, contemporary
emission increases and decreases at the
stationary source. Creditable in this
sense refers among other things to the

emissions not having been relied upon
in the issuance of a major NSR permit
during the contemporaneous period, as
detailed at 40 CFR 51.165. The
contemporaneous period in Louisiana
has been defined as five years. Netting
is the summation of the creditable
contemporaneous emission increases
and decreases at the facility. If the
project emission increase exceeds the
major modification threshold but the
creditable, contemporaneous emission
decreases are large enough, the net
emission increase may be less than the
major modification threshold. In this
instance, the source would be said to
“net out” of major source NSR review.

Section 173(c) of the Act refers to
emission offsets required for emission
increases resulting from major
modifications and major new sources. It
applies to major emission increases that
result after the netting has been
performed in the determination of the
net emission increase. By previously
requiring that all creditable,
contemporaneous emission decreases be
surplus ERCs from the bank, the LDEQ
requirement for netting was more
stringent than the federal requirement.
By removing the surplus ERC
requirement from the netting
determination, the LDEQ NSR netting
requirement is now equivalent to the
federal requirement in 40 CFR 51.165
and 40 CFR 52.21.

Comment: Section 603(A) of the
revised ERC rule apparently allows for
trading of ERCs between five attainment
parishes and five parishes in the Baton
Rouge nonattainment area, in violation
of section 173(c)(1) of the Act. If it is
LDEQ’s intent to allow such trading, it
should rescind the rule immediately as
contrary to federal law. If it is not
LDEQ’s intent to allow such trading, it
should clearly so state within the
regulation.

Response: We agree that section
173(c)(1) of the CAA does not permit
trading of offsets between attainment
areas and nonattainment areas. We
disagree that Section 603(A) of the
revised ERC rule permits such trading.
Instead, Section 603(A) specifically
provides that “[o]ther sources located in
EPA-designated ozone attainment areas
may not participate in the emissions
banking program.” If the commenter is
specifically concerned about the
reference in Section 603(A) to Calcasieu
Parish, which states that ““[m]inor
stationary sources located in ozone
nonattainment areas or Calcasieu Parish
may submit ERC applications for
purposes of banking,” we respond that
the reductions from Calcasieu Parish
sources (or sources in any other
attainment area) may not be used as
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offsets by sources in nonattainment
areas, under Section 504(F)(9) of the
revised NNSR rule. The reference to
Calcasieu in Section 603(A) is relevant
to sources in Calcasieu Parish that are
seeking offsets in accordance with LAC
33:111.510.

In addition, as mentioned previously,
the purpose of the LDEQ ERC revised
rule is to establish the means of
enabling stationary sources to identify
and “preserve’ or acquire emission
reductions, the acceptability of which is
later determined by the LDEQ, in the
permitting process for NSR offsets. In
spite of the fact that the revised rule is
named an Emission Reduction Credit
Banking regulation, the State did not
adopt, nor did we propose to approve,
the revised rule to function as an ERC
bank or trading program. Rather, the
revised rule merely provides a bulletin
board to facilitate stationary source
communications and offset purchases
before potential certification and
potential use in an NSR/NNSR permit
application. The so-called “bank” in the
revised rule will not itself provide ERCs
that may be used for NSR/NNSR
trading. The State makes a case-by-case
determination in each individual permit
application process about the validity of
the ERCs relied upon in an application
by a source owner/operator.

Comment: EPA must not approve the
ERC rule revisions because LDEQ
cannot provide assurance, as required
by the Act, that it has adequate
personnel or funding to maintain the
program.

Response: The purpose of the LDEQ
ERC revised rule is to function as a
bulletin board to facilitate stationary
source communications and offset
purchases before certification and use in
an NNSR permit application. The
“bank” established by the revised rule
will not itself provide ERCs that may be
used for trading. The revised rule
removes the necessity that ERCs be
tracked by the State, and the
requirement that there be sufficient
escrowed ERCs for attainment
demonstration contingency purposes.
The state’s and our action is simplifying
the function of the bank.

Comment: Louisiana’s NOx rule
providing for seasonally fluctuating
emission limitations for stationary
sources is unworkable, introducing
unnecessary complication and the
potential for abuse, and reducing the
public’s ability to monitor the program.

Response: Because the revised rule
provides for a bulletin board rather than
a traditional bank, the stationary sources
seeking to sell or buy ERCs will bear the
brunt of whatever additional
complication is introduced by the

seasonal approach contained in the NOx
rule. LDEQ will not be required to track
or monitor a stored balance of offsets,
but instead primarily to evaluate the
validity of ERCs at the time it receives
application to use them. The simplified
function of the bank will likewise
increase the public’s ability to monitor
the program.

Comment: EPA has stated that the
NOx rule does not address the
requirement to keep separate
documentation for the certification,
determination, and recordkeeping of
NOx ERCs during the ozone and non-
ozone seasons. EPA proposes to accept
promises in a letter from Mr. Dale
Givens regarding the operation of the
bank. As of July 23, 2002, the State had
not detailed the procedures required.

Response: In our proposed approval
of the revised Chapter 6 ERC rule, we
stated that the Chapter 6 rule (not the
Chapter 22 NOx rule, as the commenter
stated) “does not address the
requirement to keep separate
documentation for the certification,
determination, and recordkeeping of
NOx ERCs during the ozone and non-
ozone seasons. The identification,
certification, acquisition, recordkeeping
and determination of “Surplus When
Used” emission reduction credits must
be for both the ozone season and the
non-ozone season time periods.”

We did not condition our approval of
the Chapter 6 rule on the receipt of
additional information from the State.
The stated purpose of the revised
emissions banking rule in Chapter 6 is
to enable stationary sources to identify
and acquire emission reductions for
NSR purposes. The Chapter 6 rule does
not establish a “bank’ requiring
tracking by the State of sources’ claimed
ERCs. The Chapter 6 rule only
establishes a bulletin board for use by
source owners and operators. The LDEQ
makes the determination whether a
source’s claimed ERCs are surplus
through the Chapter 5 nonattainment
NSR rules. The identification,
certification, acquisition, recordkeeping
and determination of “Surplus When
Used” emission reduction credits must
be for the ozone season and the non-
ozone season time periods. The State
indicated by letter from Mr. Dale Givens
to EPA dated May 3, 2002 that the State
would implement the rule by operating
the Chapter 6 emissions reduction
credits bulletin board in such a manner.
EPA has received information from the
State supplementing its May 3, 2002,
letter and further supporting the State’s
intention to implement the Chapter 5
NSR rule in a manner that provides for
separate identification, certification,
acquisition, recordkeeping and

determination of “Surplus When Used”
emission reduction credits for the ozone
season and for the non-ozone season
time periods. For these reasons, the
comment does not indicate that any
change to the rule is required.

IV. Administrative Requirements
A. Executive Order 12866

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under state law and does not impose
any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Public Law 104—4).

B. Executive Order 13045

Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks (62 FR 19885,
April 23, 1997), applies to any rule that:
(1) Is determined to be economically
significant as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency. This
proposed action is not subject to
Executive Order 13045 because this is
not an economically significant
regulatory action as defined by
Executive Order 12866.

C. Executive Order 13175

On November 6, 2000, the President
issued Executive Order 13175 (65 FR
67249) entitled, “Consultation and
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Coordination with Indian Tribal
Governments.” Executive Order 13175
took effect on January 6, 2001, and
revokes Executive Order 13084 (Tribal
Consultation) as of that date. This
rulemaking does not affect the
communities of Indian tribal
governments. Accordingly, the
requirements of Executive Order 13175
do not apply.

D. Executive Order 12898

Executive Order 12898 requires that
each Federal agency make achieving
environmental justice part of its mission
by identifying and addressing, as
appropriate, disproportionately high
and adverse human health or
environmental effects of its programs,
policies, and activities on minorities
and low-income populations. The EPA
believes that this rule should not raise
environmental justice issues. The
overall result of the program is regional
reductions in ozone. Because this
program will likely reduce local ozone
levels in the air, and because there are
additional provisions under the CAA to
ensure that ozone levels are brought into
compliance with national ambient air
quality standards, it appears unlikely
that this program would permit adverse
affects on local populations.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions.

The Congressional Review Act, 5
U.S.C. section 801 ef seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States before publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. section 804(2).

Pursuant to 5 U.S.C. 605(b), I certify
that today’s rule would not have a

significant impact on a substantial
number of small entities within the
meaning of those terms for RFA
purposes.

F. Unfunded Mandates Reform Act

Under section 202 of the Unfunded
Mandates Reform Act of 1995 (UMRA),
signed into law on March 22, 1995, EPA
must prepare a budgetary impact
statement to accompany any proposed
or final rule that includes a Federal
mandate that may result in estimated
annual costs to state, local, or tribal
governments in the aggregate, or to the
private sector, of $100 million or more.
Under section 205, EPA must select the
most cost-effective and least
burdensome alternative that achieves
the objectives of the rule and is
consistent with statutory requirements.
Section 203 requires EPA to establish a
plan for informing and advising any
small governments that may be
significantly or uniquely impacted by
the rule.

EPA believes, as discussed above, that
because this rule approves pre-existing
requirements under state law and does
not impose any additional enforceable
duty, it does not constitute a Federal
mandate, as defined in section 101 of
the UMRA.

G. Executive Order 13132

Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) requires EPA to develop an
accountable process to ensure
“meaningful and timely input by state
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the states, on the relationship
between the national government and
the states, or on the distribution of
power and responsibilities among the
various levels of government.” Under
Executive Order 13132, EPA may not
issue a regulation that has federalism
implications, that imposes substantial
direct compliance costs, and that is not
required by statute, unless the Federal
Government provides the funds
necessary to pay the direct compliance
costs incurred by state and local
governments, or EPA consults with state
and local officials early in the process
of developing the proposed regulation.
EPA also may not issue a regulation that
has federalism implications and that
preempts state law unless the Agency
consults with state and local officials
early in the process of developing the
proposed regulation.

This action merely approves a state
rule implementing a Federal standard,
and does not alter the relationship of the
distribution of power and
responsibilities established in the CAA.
Thus, the requirements of section 6 of
the Executive Order do not apply to this
final action.

H. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), Public Law 104—
113, section 12(d) (15 U.S.C. 272 note)
directs EPA to use voluntary consensus
standards in its regulatory activities
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (e.g.,
materials specifications, test methods,
sampling procedures, and business
practices) that are developed or adopted
by voluntary consensus standards
bodies. The NTTAA directs EPA to
provide Congress, through OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VGCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply.

I. Paperwork Reduction Act

This rule does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

J. Congressional Review Act

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
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House of Representatives, and the
Comptroller General of the United
States before publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 26,
2002. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial

review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Hydrocarbons,
Intergovernmental relations, Nitrogen
dioxide, Ozone, Reporting and
recordkeeping requirements.

Dated: September 20, 2002.

Lawrence E. Starfield,
Acting Regional Administrator, Region 6.

Part 52, chapter [, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart T—Louisiana

2.1In §52.970 the table in paragraph
(c) is amended under chapter 6 by
removing the entries for sections 621,
623, and 625 and revising the entries for
sections 601, 603, 605, 607, 613, 615,
617, and 619 to read as follows:

§52.970 Identification of plan.
* * * * *
(C) * x %

EPA APPROVED LOUISIANA REGULATIONS IN THE LOUISIANA SIP

State citation Title/subject State approval date EPA approval date Comments
* * * * * * *
Chapter 6—Regulations on Control of Emissions Reduction Credits Banking
Section 601. ..... PUMPOSE ..o Feb. 2002, LR 28:301 .......... September 27, 2002 and FR
Section 603. ..... ApPlicability ......ccoccveiiiiii e Feb. 2002, LR 28:301 .......... Sec[;ttg.mber 27, 2002 and FR
Section 605. ..... Definitions ........ccoiiiiiiiiii Feb. 2002, LR 28:301 .......... Sec[;ttg.mber 27,2002 and FR
Section 607. ..... Determination of Creditable Emission Reductions Feb. 2002, LR 28:302 .......... Sec[;ttg.mber 27,2002 and FR
Section 613. ..... ERC_ Bank Recordkeeping and Reporting Re- Feb. 2002, LR 28:303 .......... Sec[;ttg.mber 27, 2002 and FR
quirements. cite.
Section 615. ..... Schedule for Submitting Applications .................. Feb. 2002, LR 28:304 .......... September 27, 2002 and FR
Section 617. ..... Procedures for Review and Approval of ERCs ... Feb. 2002, LR 28:304 .......... Sec[;ttg.mber 27, 2002 and FR
Section 619. ..... Emission Reduction Credit Bank .............ccc.ccoc... Feb. 2002, LR 28:305 .......... Sec[;ttg.mber 27,2002 and FR
cite.
* * * * * * *

[FR Doc. 02—24638 Filed 9—26—-02; 8:45 am)|]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[LA—62—-1-7571; FRL—7384-5]

Approval and Promulgation of
Implementation Plans; Louisiana;
Control of Emissions of Nitrogen
Oxides in the Baton Rouge Ozone
Nonattainment Area

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The EPA is approving
revisions to the Louisiana State
Implementation Plan (SIP). This

rulemaking covers two separate actions.
First, we are approving revisions to the
Louisiana Nitrogen Oxides (NOx) rules
in the Baton Rouge (BR) 1-hour ozone
nonattainment area (BR area) and its
Region of Influence as submitted to us
by the State on February 27, 2002 (the
February 27, 2002, SIP revision). In this
document, we will refer to this revision
as Action Number 1. The revisions
concern Reasonably Available Control
Technology (RACT) for point sources of
NOx in the BR area and its Region of
Influence. Second, we are approving
revisions to the Louisiana NOx rules for
lean burn engines within the BR ozone
nonattainment area as submitted to us
on July 25, 2002 (the July 25, 2002, SIP
revision). In this document, we will
refer to this revision as Action Number
2. The February 27, and July 25, 2002,
SIP revisions will contribute to

attainment of the 1-hour ozone National
Ambient Air Quality Standard (NAAQS)
in the BR area. The EPA is finalizing
approval of these 2 SIP revisions to
regulate emissions of NOx as meeting
the requirements of the Federal Clean
Air Act (the Act).

The EPA is making these 2 SIP
revisions effective immediately. See
section 2 of this document for more
information.

DATES: This rule will be effective on
September 27, 2002.

ADDRESSES: Copies of the Technical
Support Document (TSD) and other
documents relevant to this action are
available for public inspection during
normal business hours at the following
locations. Persons interested in
examining these documents should
make an appointment with the
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appropriate office at least 24 hours
before the visiting day.

Environmental Protection Agency,
Region 6, 1445 Ross Avenue, Suite 700,
Dallas, Texas 75202—2733.

Louisiana Department of
Environmental Quality (LDEQ), 7290
Bluebonnet Boulevard, Baton Rouge,
Louisiana, 70810.

FOR FURTHER INFORMATION CONTACT: Mr.
Alan Shar, Air Planning Section (6PD—
L), EPA Region 6, 1445 Ross Avenue,
Dallas, Texas 75202—-2733, telephone
(214) 665—6691, and
Shar.Alan@epa.gov.

SUPPLEMENTARY INFORMATION:

Table of Contents

1. What actions are we taking in this
document?
2. Why are we making this action effective
immediately?
3. When did the public comment periods for
our proposals expire?
. Who submitted comments to us?
. How do we respond to the submitted
written comments?
6. What is definition of a major source for
NOx?
7. What is the history of NOx RACT rules for
point sources in the BR area?
8. What are the NOx emissions factors for
point sources of NOx in the BR area?
9. What is the compliance schedule for point
sources of NOx in the BR area?
10. What areas in Louisiana will today’s
action affect? Throughout this document

“we,” “us,” and “our’” means EPA.

(S

1. What Actions are we Taking in This
Document?

On July 23, 2002, we proposed to
approve the Louisiana’s rule revisions to
LAC 33:II, Chapter 22, “Control of
Emissions of Nitrogen Oxides,”
(AQ215), as a revision to the Louisiana
SIP for point sources of NOx in the BR
area and its Region of Influence. See 67
FR 48095.

The BR area constitutes the 5 ozone
nonattainment parishes of Ascension,
East Baton Rouge, Iberville, Livingston,
and West Baton Rouge. The Region of
Influence constitutes the 4 ozone
attainment parishes of East Feliciana,
Pointe Coupee, St. Helena, and West
Feliciana. This SIP revision establishes
RACT for point sources of NOx in all
these 9 parishes. RACT is defined as the
lowest emission limitation that a
particular source can meet by applying
a control technique that is reasonably
available considering technological and
economic feasibility. See 44 FR 53761,
September 17, 1979. The State of
Louisiana submitted this revision to us
as a part of the NOx reductions needed
for the BR area to attain the 1-hour
ozone standard. These NOx reductions

will assist the BR area to attain the 1-
hour ozone standard.

Today, we are finalizing our approval
of Action Number 1.

Action Number 2 concerns RACT for
lean burn engines in 5 ozone
nonattainment parishes of Ascension,
East Baton Rouge, Iberville, Livingston,
and West Baton Rouge. See above for
definition of RACT. On July 31, 2002,
we proposed to approve Louisiana’s rule
revisions to LAC 33:III, Chapter 22,
“Control of Emissions of Nitrogen
Oxides,” (AQ224), as a revision to the
Louisiana SIP for lean burn engines
within the BR ozone nonattainment
area. See 67 FR 49647. These revisions
would require lean burn engines to
adopt RACT to assist the 5
nonattainment parishes to achieve the 1-
hour ozone standard. See 67 FR 49647.
We used a procedure known as “parallel
processing” in proposing to approve
these revisions. See 40 CFR part 51,
Appendix V for more information on
“parallel processing.” Briefly, parallel
processing allows a State to submit a
SIP revision prior to actual adoption by
the State and provides an opportunity
for the State to consider EPA comments
prior to submission of a final SIP
revision for final EPA review and
action.

Today, we are finalizing our approval
of Action Number 2.

By finalizing our approval of Action
Numbers 1 and 2, we are agreeing that
the State of Louisiana will be
implementing RACT for major point
sources of NOx in the BR area and its
Region of Influence. Our TSD contains
more information concerning Action
Numbers 1 and 2, including technical
justification for our action. For
additional information concerning NOx,
nonattainment areas, SIPs, federal
approval of a SIP, and RACT you can
refer to either 67 FR 48095 (July 23,
2002), or 67 FR 49647 (July 31, 2002).

2. Why are we Making This Action
Effective Immediately?

Section 553(d) of the Administrative
Procedure Act generally provides that
rules may not take effect earlier than 30
days after they are published in the
Federal Register. However, if an Agency
identifies a good cause, section
553(d)(3) allows a rule to take effect
earlier, provided that the Agency
publishes its reasoning in the final rule.
The EPA is making this action effective
immediately because this rule is related
to the Baton Rouge 1-hour ozone
Attainment Plan and Transport State
Implementation Plan, on which the EPA
intends to take imminent action (see 67
FR 50391, August 2, 2002). In
conjunction with its August 2, 2002,

proposed approval of the attainment
demonstration, EPA proposed to extend
the ozone attainment date for the BR
area to November 15, 2005, while
retaining the area’s current classification
as a serious ozone nonattainment area
and to withdraw EPA’s June 24, 2002,
rulemaking determining nonattainment
and reclassification of the BR area (67
FR 42687). The effective date of EPA’s
June 24, 2002, nonattainment
determination and reclassification is
imminent. Furthermore, making this
action effective immediately does not
impose any additional requirements,
because the underlying regulations are
already effective under State law.

3. When did the Public Comment
Periods for our Proposals Expire?

The public comment period for
Action Number 1 (67 FR 48095) expired
on August 24, 2002.

The public comment period for
Action Number 2 (67 FR 49647) expired
on September 1, 2002.

4. Who submitted comments to us?

We received written comments from
the Baton Rouge Clean Air Coalition
(BRCAC), M. D. Mc Daniel and
Associates (MDA) on behalf of the Baton
Rouge Ozone Task Force, Louisiana
Chemical Association (LCA), Louisiana
Mid-Continent Oil and Gas Association
(LAMOGA), Louisiana Generating, LLC
(LG), LDEQ, NRG Energy, Inc. (NRG),
and Tulane Environmental Law Clinic
(TELC) on behalf of the Louisiana
Environmental Action Network (LEAN)
concerning Action Number 1.

We received written comments from
LDEQ, LAMOGA and TELGC concerning
Action Number 2.

5. How do we Respond to the Submitted
Written Comments?

Our response to written comments
concerning Action Number 1 (67 FR
48095) are as follows:

Comment #1: The BRCAC, MDA,
LCA, LAMOGA, LDEQ, and LG
expressed their support for our July 23,
2002 proposal (67 FR 48095).

Response to comment #1: We
appreciate the commenters’ support of
our July 23, 2002 proposal (67 FR
48095) and have considered these
comments in making our final
determination.

Comment #2: The LDEQ commented
on spelling of the East Feliciana and
West Feliciana parishes in section 15 of
our July 23, 2002 proposal (67 FR
48095).

Response to comment #2: We
appreciate the comment and have
corrected the typographical error in
spelling of these two parishes.
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Comment #3: The NRG commented
that the definition of “averaging
capacity” in subsection B, Chapter 22
uses the actual heat input from two
prior ozone seasons and thus is limiting
in nature. The Commenter proposes
language for the definition that includes
the term “other acceptable periods”
instead.

Response to comment #3: Subsection
B, Chapter 22 defines the averaging
capacity as “the average actual heat
input rate in MMBtu/hour at which an
affected point source operated during
the ozone season of the two calendar
years of 2000 and 2001 (e.g., total heat
input for the period divided by the
actual hours of operation for the same
period).” The provision goes on to
provide, “Another period may be used
to calculate the averaging capacity if
approved by the department. For units
with permit revisions that legally
curtailed capacity or that were
permanently shut down after 1997, the
averaging capacity is the average actual
heat input during the last two ozone
seasons of operation before the
curtailment or shutdown.” The rationale
for specifically stating the two calendar
years of 2000 and 2001 in definition of
“averaging capacity’ is to ensure
consistency and replicability of Chapter
22 with the photochemical grid
modeling inputs used for the BR area
attainment demonstration. The term
“acceptable periods” as suggested by
the commenter could introduce
confusion or ambiguity for compliance
determination purposes, as well. The
current definition in Chapter 22, as
stated above, does provide for a source
to use alternative periods pending
approval by the LDEQ. Therefore, we
believe that the definition, as adopted
by the State, offers a harmonized blend
of flexibility, consistency, and
specificity and are approving the rule
without any changes to subsection B.

Comment #4: The NRG commented
that use of averaging capacity in
subsections D.3 and D.4 of Chapter 22
essentially precludes operation of a
facility at its maximum capacity if the
owner elects to use a ton per day or
pound per hour emission cap.

Response to comment #4: As stated
previously, the rationale for specifically
stating the two calendar years of 2000
and 2001 in the definition of “averaging
capacity” is to ensure consistency and
replicability of Chapter 22 with the
photochemical grid modeling inputs
used for the BR area attainment
demonstration. Subsections D.3 and D.4
allow for a 30-day rolling average as the
basis for calculating mass of NOx
emitted per unit of heat input (Ib NOx/
MM Btu). The 30-day rolling average

window is long enough and flexible
enough to allow for potential
fluctuations associated with the demand
for electricity. The cap, as calculated by
Equation D-1 of Chapter 22, is offered
as an alternative and provides
additional flexibility. If a source
operated at or near its maximum
capacity during the two calendar years
of 2000 and 2001, then the source
would be assigned a ton per day or
pound per hour emission cap for NOx
that is representative of its historical
operations. In response to a similar
comment, the State wrote and we agree,

“the rule limits an individual unit to its
historical averaging capacity as determined
by the operation in the ozone seasons of 2000
and 2001. The owner can also request DEQ
approval for a different historical period if he
knows that the 2000-2001 period is not
representative of typical operation. The rule
was written this way because the actual,
rather than permitted, 1997 emissions were
used to establish the base case for the model.
The 1997 actuals were projected to the
baseline for 2005. The NOx control rule was
designed to reduce the baseline emissions to
the point that attainment with the standard
was attained. If permitted emissions had
been used to establish the baseline, more
stringent controls would have been required
to reach attainment. If an owner decides to
group several sources under an emission cap,
he would determine his cap by adding up all
of the allowed emissions of the capped
sources and then operate so as not to exceed
the cap. In so doing, he is free to operate any
unit or units in the cap at a rate(s) that is
above the averaging capacity as long as the
cap is not exceeded. This gives an owner a
lot of flexibility to optimize his operation to
his best interests.”

We do not believe that an electrical
power generator would want to bear the
risk of having to adopt more stringent
control measures or to operate under a
year-round (as opposed to a seasonal)
NOx control strategy for the sake of a
higher cap limit that is not historically
representative of its recent operations.
Thus, we are approving the rule without
any changes to subsections D.3 and D.4.

Comment #5: The NRG commented
that compliance with the emission
limits for all sources associated with the
generation of electric power should be
on a 30-day rolling average basis.

Response to comment #5: We disagree
with the commenter. We agree with the
State’s response to a similar comment.
In response to comments during the
State rulemaking, LDEQ stated:

“the basis for the Baton Rouge area is the
one-hour ozone standard that requires
compliance in each and every hour of the
day. Typically, non-electric facilities operate
at a steady rate with steady NOx emissions
and the averaging time is not very significant.
However, the nature of an electric utility is
to raise and lower rates as load demands

vary. There is typically a very large variation
in day-to-day electricity demand as weather
fronts, rain and other conditions change to
affect atmospheric temperatures. This causes
large changes in NOx emissions. The DEQ
believes that a tighter control on electric
utilities is necessary to prevent exceedances
of the standard from occurring.”

In other words, allowing a 30-day
rolling average for electric utility boilers
could result in exceedances of the one-
hour standard due to varying NOx
emissions caused by load variations.

Comment #6: The NRG presents a
hypothetical example that should a
generating unit experience an
unexpected shutdown the demand for
electricity must be met by other
generators and the averaging capacity in
section E.1.d is restrictive. The
commenter then suggests that
throughout Chapter 22, the term
“averaging capacity”’ for sources
associated with the electrical power
generation should be replaced with
“maximum rated capacity.”

Response to comment #6: We
disagree. There are multiple layers of
operational flexibility embedded in the
Chapter 22 rule. First, Chapter 22 allows
for seasonal NOx control (May 1 to
September 30 of each year as opposed
to a year-round) measures. See
subsection A.2. The seasonal control
measure by itself offers a significant
degree of latitude to an affected source.
Replacing the averaging capacity with
maximum rated capacity as suggested
by the commenter would create an
artificially higher cap limit for these
sources which is unrepresentative of
their recent historical operations, and in
turn the attainment demonstration
strategy could call for implementation
of more stringent control measures for
the BR area. Second, Chapter 22 allows
for use of the peaking services option.
For the definition and emission factors
of “peaking service,” see subsection B
in Chapter 22, and Table I of this
document, respectively. Third, Chapter
22 allows for the facility-wide averaging
plan as an alternative method of
compliance. Subsection E.1.b(i) offers a
30-day rolling average limit for each
individual unit that fires gaseous or
liquid fuels and chooses to participate
in the facility-wide averaging plan.
Subsection E.1.c(i) offers a 30-day
rolling average limit for each individual
unit, including those in a coal-fired
electrical power generation system, that
chooses to participate in the facility-
wide averaging plan. We believe that
routine maintenance, generators’ know
how/training, good housekeeping
measures, and preventive practices
should be the determining factors in
minimizing or eliminating occurrences
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of unexpected shutdowns rather than
the Chapter 22 rule. We thus disagree
with the commenter in this regard.

Comment #7: The NRG commented
that limiting usage of secondary fuels to
the average usage of secondary fuel in
2000 and 2001 is restrictive and
unnecessary.

Response to comment #7: We
disagree. The Chapter 22 rule actually
benefits the source by avoiding year-
round NOx control requirements. See
subsection A.2 of the Chapter 22 rule.
The Chapter 22 rule is not overly
restrictive, as it provides for an
alternative method of compliance with
the NOx emission factors. Subsection
D.2 allows the followings options for a
source which is capable of firing more
than one type of fuel (primary and back-
up fuel(s)):

Subsection D.2.a states “if a
combination of fuels is used normally,
the emission factor from Paragraph D.1
of this Section shall be adjusted by the
weighted average heat input of the fuels
based on the ozone season average usage
in 2000 and 2001, or another period if
approved by the department,”

Subsection D.2.b states “‘if the boiler
is normally fired with a primary fuel
and a secondary fuel is available for
back-up, the unit shall comply with the
emission factor for the primary fuel
while firing the primary fuel and with
the emission factor for the secondary
fuel while firing the secondary fuel. In
addition, the usage of the secondary fuel
shall be limited to the ozone season
average usage of the secondary fuel in
2000 and 2001, or another period if
approved by the department,” and

Subsection D.2.c states “if the
secondary fuel is less than 10 percent of
the weighted average, the owner or
operator may choose to comply with the
unadjusted limit for the primary fuel.”

As stated previously, the rationale for
specifically stating the two calendar
years of 2000 and 2001 in Chapter 22 is
to ensure consistency and replicability
in the photochemical grid modeling
inputs used for the BR area attainment
demonstration. Having enforceable
limits for the secondary fuel usage, and
adhering to a historically representative
quantity of fuel usage would benefit the
source by not having to adopt year-
round and more stringent controls in
order for the BR area to reach
attainment. Therefore, we find that
limiting usage of secondary fuels to the
average usage of secondary fuel in 2000
and 2001 is neither restrictive nor
unnecessary and thus disagree with the
commenter in this regard.

Comment #8: The NRG commented
that precluding the 30-day averaging of

emissions could subject the state to
regulatory takings claim.

Response to comment #8: The EPA’s
role in reviewing SIP submittals is to
evaluate whether state choices meet the
criteria of the Act. Federal inquiry into
the economic reasonableness and other
constitutionally protected rights of state
action is not allowed under the Act (see,
Union Electric Co., v. EPA, 427 U.S.
246, 255-266 (1976); 42 U.S.C.
7410(a)(2)) other than for purposes of
evaluating the reasonableness and
availability of alternatives for purposes
of a waiver of Federal preemption. The
State has submitted information
indicating that the administrative
requirements of Louisiana law have
been met. The EPA believes this rule
can be approved pursuant to the Act
based on our review of the LDEQ’s
responses to comments, taken together
with the rest of the information in the
administrative record for the SIP. We
thus disagree with the commenter in
this regard. In approving LDEQ’s
adopted NOx rules, we also note the
following: (a) The Chapter 22 rule calls
for seasonal NOx control (May 1 to
September 30 of each year) measures.
See subsection A.2 of the rule, and (b)
the seasonal NOx control measure by
itself offers a significant degree of
flexibility and latitude to an affected
source.

Comment #9: The TELC requested an
extension of 30 days to the public
comment period.

Response to comment #9: The EPA is
under no obligation to extend the
comment period or to accept late
comments. We decided to accept
comments which were received by our
office by close-of-business on August
26, 2002. This time frame corresponds
to the estimated travel time for first
class mail for a letter mailed and
postmarked on the last day of the
comment period, August 22, 2002.

Comment #10: The TELC commented
that exemption of flares, incinerators,
kilns and ovens in subsection B is a
nonexisting section.

Response to comment #10: Chapter 22
is titled as “Control of Emissions of
Nitrogen Oxides (NOx).”” Section 2201 is
titled “Affected Facilities in the Baton
Rouge Nonattainment Area and the
Region of Influence.” Subsection B
addresses the applicable definitions,
and subsection C includes the
exemptions. Therefore, the reference to
subsection B, in the text of subsection
C.7 of the rule, is valid and will remain
unchanged.

Comment #11: The TELC has
concerns with the emission reductions
generated by facilities which are
required to comply with the NOx RACT

requirements in Louisiana’s revised
NOx rule. The commenter is concerned
that facilities which elect to implement
RACT before the compliance date
required by the rule, May 1, 2005, could
be considered to be doing so
voluntarily. And as voluntary
reductions, i.e., not required by federal
or state law, these NOx reductions could
be deemed surplus, and therefore,
eligible for use as emission offsets,
including offsets of Volatile Organic
Compounds (VOCs).

Response to comment #11: The EPA
disagrees with the commenter’s
interpretation that facilities which elect
to implement RACT before the
compliance date required by the rule,
May 1, 2005, would generate reductions
eligible for use as emission offsets.

The revised NOx rule requires certain
affected categories of NOx-generating
facilities to achieve RACT “‘as
expeditiously as possible, but no later
than May 1, 2005.” This date takes into
consideration time affected categories of
NOx-generating facilities may need to
procure, calibrate and implement RACT.
LDEQ has noted, and EPA agrees, that
the May 1, 2005 date is reasonable
because in the three years from the
promulgation to compliance, owners
and operators will have to put together
design and engineering packages,
procure control equipment, complete
construction, shakedown and debug
new equipment, and bring the NOx
control equipment into normal
operation. In many instances these
activities will have to be coordinated
with scheduled outages, which may also
impact implementation schedules.
Furthermore, during this same period,
facilities in neighboring states will be
attempting to accomplish these same
activities, which could cause delays due
to competition and overloading at
engineering offices and equipment
vendors’ fabrication shops.

Section 173(c)(2) of the Act states that
reductions otherwise required by the
Act are not creditable as offsets.
Louisiana has promulgated revisions to
the Louisiana Administrative Code
(LAC) at Part III, Section 504, which
contains the rules for nonattainment
New Source Review (NSR) procedures
that apply to the Baton Rouge area. The
NSR revisions include increases to the
minimum offset ratios for new major
stationary sources and major
modifications to major stationary
sources in the Baton Rouge area. The
revisions also add minimum offset
ratios for NOx. The EPA proposed
approval of Louisiana’s revised NSR
rules on July 23, 2002. (67 FR 48090).
For additional information regarding
NSR and offsets, see LAC III:33, Chapter
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5, and the separate EPA rulemaking to
be issued regarding that Chapter.

Although the NOx rule permits
affected categories of NOx—generating
facilities to achieve compliance with
NOx RACT no later than May 1, 2005,
the rule became effective when
promulgated on February 20, 2002
(Louisiana Register, Vol. 28, No. 2).
Therefore, facilities achieving NOx
RACT compliance before May 1, 2005,
are creating emission reductions as
required by law. Such facilities will not
obtain Emissions Reduction Credits
(ERCs) and cannot offset VOC emissions
by early RACT implementation.
Furthermore, emissions decreased by a
voluntary action must be permanent in
order to meet the surplus ERC criteria.
Because the rule provides for
compliance no later than May 1, 2005,
reductions made before that date could
not be considered permanent, and
therefore could not be surplus.

For the above reasons, the comment
does not indicate that any change to the
rule is required.

Comment #12: The TELC charges that
LDEQ has taken inconsistent positions
regarding modeling and the effects of
NOx reduction on attainment of the
ozone NAAQS. The commenter points
out that on January 26, 1996 (61 FR
2438), EPA granted an exemption from
the RACT and NSR requirements for
major stationary sources of NOx,
pursuant to section 182(f) of the Act.
This exemption was based on modeling
submitted by LDEQ in a 1994 petition
that demonstrated that additional NOx
emission controls within the Baton
Rouge area will not contribute to
attainment of the ozone NAAQS for the
area. On May 7, 2002 (67 FR 30638),
EPA rescinded that exemption based on
more recent modeling conducted for the
Baton Rouge area, submitted by LDEQ
September 24, 2001, that indicates that
control of NOx sources will help the
area attain the ozone NAAQS.
According to the commenter, this
change in approach to NOx regulation
has the effect of creating “loopholes in
the law.”

Response to comment #12: The
“loopholes” that the commenter
complains of are addressed in comment
and response 11, above. This response
addresses only the commenter’s
apparent assertion that Louisiana’s
scientific approach to NOx regulation is
unfounded. The EPA disagrees with this
argument. In granting the NOx
exemptions January 26, 1996 (61 FR
2438), EPA reserved the right to reverse
the approval of the exemptions if
subsequent modeling data demonstrated
an ozone attainment benefit from NOx
emission controls. Photochemical grid

modeling recently conducted for the
Baton Rouge area SIP indicates control
of NOx sources will help the area attain
the ozone NAAQS. The State of
Louisiana therefore requested that EPA
rescind the NOx exemption based on
this new modeling on September 24,
2001. In our proposed approval of the
rescission of the NOx waiver May 7,
2002, (67 FR 30638), we stated that we
believed that the State had adequately
demonstrated that additional NOx
reductions would contribute to
attainment of ozone NAAQS. The State
of Louisiana is not the only state that
has requested that EPA rescind its NOx
waiver based on updated photochemical
grid modeling information. Seven years
elapsed between the LDEQ’s previous
modeling demonstration that additional
NOx reductions would not contribute to
area’s attainment, and the most recent
modeling events demonstrating the
Baton Rouge area to be NOx limited.
Pollution control technology, including
air modeling, is a dynamic and evolving
field. The model used by LDEQ to
support its request for approval of the
NOx waiver was Urban Airshed Model
(UAM) IV, which is an EPA-approved
photochemical grid model. The model
used by LDEQ to support its request for
rescission of the NOx waiver was UAM
V. This represents a significant
refinement in modeling technology.
Additionally, emission inventory tools
have been improved during this seven
year period from when the State
initially requested the NOx waiver.

Comment #13: The TELC comments
that the public has not been provided
with the copy of the Governor’s April 8,
2002, letter to EPA.

Response to comment #13: We
disagree. In section 1 of our July 31,
2002 proposal (67 FR 49647), we
specifically stated, “on April 8, 2002,
the Governor of Louisiana submitted a
letter to us requesting that we propose
approval of their rule revision
concerning RACT for lean burn engines
through parallel processing. See 40 CFR
Part 51, Appendix V for more
information on parallel processing.” In
addition, under the ADDRESSES portion
of our July 31, 2002 proposal (67 FR
49647), we stated that: “copies of the
documents relevant to this action are
available for public inspection during
normal business hours at the following
locations. Persons interested in
examining these documents should
make an appointment with the
appropriate office at least 24 hours
before the visiting day.” The July 31,
2002, proposal (67 FR 49647) further
lists both the LDEQ’s and EPA’s
addresses at which the commenter
could obtain or view the submittal

package, including the April 8, 2002,
letter from the Governor of Louisiana to
EPA. The LDEQ noticed the rule in the
March 20, 2002, issue of the Louisiana
Register, and held a public hearing on
April 24, 2002. Based on the foregoing
information, we believe that the April 8,
2002, letter from the Governor of
Louisiana to EPA and supporting
documents contained in the State’s
submittal have been made available in
the docket to the public, and therefore
disagree with the commenter in this
regard.

Comment #14: The TELC commented
that the May 3, 2002, letter from Mr.
Dale Givens of LDEQ to EPA was not
made available to the public during the
rulemaking and thus is a violation of
due process.

Response to comment #14: We
disagree. The May 3, 2002, letter from
Mr. Dale Givens to EPA was made
available as a part of the docket. See
section 9 of our July 23, 2002,
publication (67 FR 48095), and section
3 of the July 31, 2002, publication (67
FR 49647) in the Federal Register,
respectively. For the reasons noted in
Response #13 above, we believe that
ample opportunity was provided to the
public to review and comment on the
documents supporting this rulemaking.

Comment #15: The TELC commented
that removal of provisions (a) through
(c) in subsection E.2 of Chapter 22 will
mean removal of accountability/
compliance requirements for facilities’
trading plans.

Response to comment #15: The NOx
RACT rules EPA is approving today do
not contain offsetting requirements for
new facilities or major modifications in
attainment parishes. Thus, EPA does not
find any basis in this comment to
withhold full approval of Action
Numbers 1 and 2. The EPA proposed to
approve revisions to the Louisiana
emission reduction credit (ERC) banking
program (67 FR 48083, July 23, 2002).
The rule was promulgated by the State
at LAC 33:III, Chapter 6 (Regulations on
Control of Emissions Through the Use of
Emission Reduction Credit Banking), as
published in the Louisiana Register on
February 20, 2002. Additional
information on the ERC banking
program is available in our rulemaking
regarding that action. The ERC banking
regulation establishes a means of
enabling stationary sources to identify
and preserve or acquire emission
reductions for NSR emission offsets.

Provisions (a) through (c) in
subsection E.2 of Chapter 22 outline the
information that a facility would
include in its trading plan. There are
several provisions and safeguards in
place elsewhere in Chapters 22 and 6
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that provide for compliance and
accountability of the rule. For example,
provisions (a) through (g) in subsection
F.7, Chapter 22 detail the information
that a facility would need to include in
its plan in order for that plan to be
considered approvable during the pre-
permit application phase. Subsections G
and H in Chapter 22 each contain the
requirements of Initial Demonstration of
Compliance, and Continuous
Demonstration of Compliance,
respectively. For information
concerning recordkeeping and reporting
requirements on banking emission
reduction credits see section 613 of
Chapter 6. For information concerning
determination of creditable emission
reductions see section 607 of Chapter 6.
Taking subsections F, G, and H in
Chapter 22, and sections 607 and 613 in
Chapter 6 together, we disagree with the
commenter’s position in this regard.

Comment #16: The TELC commented
that the NOx rule violates section 172(c)
of the Act because it lacks requirements
for minimum RACT.

Response to comment #16: We
disagree. Although the Act does not
define RACT, EPA has defined RACT as
the lowest emission limitation that a
particular source can meet by applying
a control technology that is reasonably
available considering technological and
economic feasibility. See 44 FR 53761
(September 17, 1979). The RACT
requirement is established by sections
182(b)(2) and 182(f) of the Act. Section
182(b)(2) requires States to implement
RACT with respect to all major sources
of volatile organic compounds (VOCs).
Section 182(c) makes the requirements
of section 182(b)(2) applicable to serious
nonattainment areas, such as Baton
Rouge. Section 182(f) states that the
plan provisions required under section
182(b)(2) for major stationary sources of
VOCs shall also apply to major
stationary sources (as defined in section
302 and subsections 182(c), (d), and (e))
of NOx. Taken together, these sections
establish the requirements for Louisiana
to submit as part of its SIP a NOx RACT
regulation for all major stationary
sources of NOx in ozone nonattainment
areas classified as moderate and above.
States may also choose to develop RACT
requirements on a case by case basis,
considering the economic and technical
circumstances of an individual source.

The EPA has published Guidance
Documents to assist States in
developing RACT for affected sources.
As stated in section 5 of our July 23,
2002 proposal (67 FR 48095), on
November 25, 1992 (57 FR 55620), we
published a document of proposed
rulemaking entitled ““State
Implementation Plans; Nitrogen Oxides

Supplement to the General Preamble;
Clean Air Act Amendments of 1990
Implementation of Title I; Proposed
Rule,” (the NOx Supplement). The NOx
Supplement describes and provides
preliminary guidance on the
requirements of section 182(f) of the
Act. The EPA has also identified basic
factors for determining RACT
technological and economic feasibility
in identifying RACT measures. See 57
FR 18070 (April 28, 1992). Other EPA
guidance memoranda, such as those
included in the “NOx Policy Document
for the Clean Air Act of 1990,” (EPA—
452/R96-005, March 1996), also provide
more information about NOx
requirements. In addition, states can use
information in EPA’s guidance
documents known as the Alternative
Control Techniques (ACTs) to develop
their RACT regulations. In section 5 of
our proposal (67 FR 48095), we
included a table listing of ACT
documents for various source categories
of NOx with their corresponding EPA
publication numbers. We also, in
section 10 of our proposal (67 FR
48095), included a list of the affected
NOx point source categories, maximum
rated capacities, and their relevant
emission factors.

The LDEQ developed and
promulgated the NOx RACT regulation
with reference to such EPA guidance
(see Louisiana’s Comment Summary-
Response & Concise Statement for
AQ215, submitted to EPA December
2001). Although EPA has historically
recommended source/category-wide
presumptive RACT limits, no particular
emissions control or emissions
limitation automatically qualifies as
RACT. Nor is there one control measure
or emissions limitation that is RACT for
a particular category of sources. The
level of reductions required to
determine RACT for a particular source
depend on a number of factors,
including an area’s design value, a
source’s general process and operating
procedures as well as the raw materials
it uses, the net environmental impact of
the control measures and economic
feasibility. The level of reductions
required by this rule were determined
using photochemical grid modeling, an
analysis of available technology and
resources, and comparison to control
measures instituted in other areas (see
EPA’s TSD for this action and
Louisiana’s Comment Summary-
Response & Concise Statement for
AQ215, Comments 8-32). Based on the
results of the modeling and an analysis
of the economic and technologically
feasible controls, EPA believes this

regulation meets the Act’s RACT
requirements.

Although the commenter alleges that
the NOx rule violates section 172(c) for
not meeting minimum RACT, the TELC
fails to provide any specific
information, an individual emission
factor for an affected source category, or
a technological and economical
evaluation/comparison to substantiate
its position.

We believe that proposed NOx control
measures are economically and
technologically feasible, do strengthen
the existing Louisiana SIP, assist to
bring the BR area into attainment with
the ozone standards, and constitute
RACT. For these reasons we disagree
with the comment.

Comment #17: The TELC commented
that the NOx rule violates section
172(c)(1) of the Act because it lacks
requirements for a “‘Reasonably
Available Control Mechanism.”

Response to Comment #17: We
interpret the comment as a reference to
section 172(c)(1)’s requirement for
‘““Reasonably Available Control
Measures” (RACM). We disagree with
the commenter. This rule addresses
NOx RACT. As stated previously, EPA
believes the emissions limitations
contained in Louisiana’s Chapter 22
NOx Rule meet the requirements for
RACT. Louisiana has conducted a
RACM analysis for its SIP, which is the
subject of a separate rulemaking. See 67
FR 50391 (August 2, 2002). The EPA
will address the State’s RACM analysis
in that rulemaking. The EPA has
previously provided guidance
interpreting the RACM requirements of
172(c)(1) in the General Preamble. See
57 FR 13498, 13560 (April 16, 1992). In
the General Preamble, EPA indicated its
interpretation of section 172(c)(1), under
the 1990 Amendments, as imposing a
duty on States to consider all available
control measures and to adopt and
implement such measures as are
reasonably available for implementation
in the particular nonattainment area.
The EPA also retained its pre-1990
interpretation of the RACM provisions,
stating that we would not consider it
reasonable to require implementation of
measures that might in fact be available
for implementation in the
nonattainment area, but could not be
implemented on a schedule that would
advance the date for attainment in the
area. The EPA does not believe a RACM
analysis is necessary to approve this
rule. Therefore, EPA finds no basis in
this comment to disapprove or revise
the NOx rule.

Comment #18: The TELC commented
that in its July 23, 2002 proposed
approval action (67 FR 48095), EPA
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proposes to approve Louisiana’s NOx
RACT rule based on an agreement “‘that
the State of Louisiana will be
implementing RACT for point source
categories.” The TELC states that this
agreement does not provide for the
implementation of RACT as required by
the Act.

Response to comment #18: The EPA
does not know to what “agreement” the
commenter is referring. As explained in
Comment and Response #16, above,
EPA is approving this rule because it
meets the requirements of sections
182(b)(2) and 182(f) of the Act. We agree
that in our July 23, 2002, EPA stated,
“By this approval, we are also agreeing
that the State of Louisiana will be
implementing RACT for point sources of
NOx in the BR area and its Region of
Influence.” We intended that statement
to mean that, upon EPA approval,
Louisiana’s regulations would meet the
RACT requirements of the Act. For these
reasons, we find nothing in this
comment to preclude our approval of
this rule.

Our response to written comments
concerning Action Number 2 (67 FR
49647) are as follows:

Comment #19: The LDEQ expressed
its support for our July 31, 2002
proposal (67 FR 49647).

Response to comment #19: We
appreciate the commenter’s support of
our July 31, 2002 proposal (67 FR
49647) and have considered these
comments in making our final
determination.

Comment #20: The TELC commented
that Action Number 2 can not be part of
the SIP because it has not been properly
promulgated by the State and that EPA’s
consideration of the NOx rule in parallel
proceedings is an improper procedure.

Response to comment #20: As stated
in our July 31, 2002, proposal (67 FR
49647), the Governor of Louisiana
submitted a letter, dated April 8, 2002,
to us requesting that we propose
approval of their rule revision
concerning RACT for lean burn engines
through parallel processing. We
proposed approval of the April 8, 2002,
SIP revision at the same time as the
State was accepting comments and
finalizing its rule revision. The method
of simultaneously processing and
approving a State’s proposed rule
revision is referred to as parallel
processing. Parallel processing allows a
State to submit a SIP revision prior to
actual adoption by the State and
provides an opportunity for the State to
consider EPA comments prior to
submission of final SIP revision for final
EPA review and action. The 40 CFR Part
51, Appendix V provides for this
method of regulatory review and SIP

processing. The EPA explained its
reasoning when promulgating these
procedures. See also, 55 FR 5824
(February 16, 1990). As stated in our
July 31, 2002, proposal (67 FR 49647),
the State and EPA properly followed the
parallel processing requirements of 40
CFR Part 51, Appendix V. Since the
criteria set forth in 40 CFR Part 51,
Appendix V have been promulgated
long since, the procedural rules that
allow this means of considering SIP
revisions of Action Number 2 can no
longer be challenged. Finally, the State’s
final rule revision is not significantly
different from its April 8, 2002
submission (proposed rule); therefore,
we will not be re-proposing our action.

The State’s submittal, the Governor’s
letter, and our proposal to approve this
particular SIP revision were made
available for public review and
comment, in accordance with the
applicable rules, regulations, and
procedures. We disagree with the
commenter’s position, and believe our
approval of this SIP revision will
strengthen Louisiana’s SIP and will
further safeguard the health and welfare
of the public in the affected areas.

Comment #21: The LAMOGA
commented that EPA’s requirement to
amend the capacity threshold for the
lean burn engines was a last minute
action.

Response to comment #21: Contrary
to the LAMOGA’s statement, EPA’s
recommendation to amend the capacity
for the lean burn engines was not a last
minute decision or action. In a letter to
the LDEQ dated December 3, 2001, on
page 11, EPA wrote: “we are concerned
that major sources of NOx may not be
controlled if the exemption level for
lean burn engines in the NOx rule
remains at 1500 horsepower (hp)...
Louisiana should lower the applicability
threshold for lean burn engines to
insure all major sources institute RACT
at a minimum as required by the Clean
Air Act * * * 7 In a letter to the LDEQ,
dated January 24, 2002, EPA expressed
its concern over this issue again by
stating “we are concerned that all major
sources of NOx may not be controlled
sufficiently to meet the statutory RACT
requirement, if the exemption level for
the lean burn engines is 1500 Hp.” The
LDEQ has since lowered the threshold
limit for the lean burn engines and in a
May 1, 2002, letter to the LDEQ we
expressed our support for the State’s
action in this regard. The December 3,
2001, January 24, 2002, and May 1,
2002, letters are part of the docket and
have been available to the public since
the commencement of this rulemaking.
Based on these three letters of record,
we believe that there has been ample

notice and opportunity for comment
regarding EPA’s position, and therefore
disagree with the commenter’s position
in this regard.

Comment #22: The LAMOGA
expressed its concern that the LDEQ’s
request to process the AQ224 rule
through parallel processing was driven
by mandated deadlines; otherwise,
RACT would not have been triggered for
lean burn engines of 320 Hp or above.

Response to comment #22: We refer to
our response to comment #20 with
respect to LAMOGA'’s comments
regarding parallel processing.
LAMOGA’s comments indicate that the
organization has been actively involved
in the regulatory development arena of
the BR area SIP and state’s Ozone Task
Force.

Section 182(b)(2) of the Act requires
that a state submit a revision to its SIP
that includes provisions requiring
implementation of RACT under section
172(c)(1). Section 172(c)(1) of the Act
requires that SIP provisions provide for
implementation of RACT, at a
minimum, as expeditiously as
practicable to attain the NAAQS. In
addition, section 182(f) of the Act states
that SIP provisions required for major
sources of VOCs also apply to the major
sources of NOx. The BR area was
designated a serious ozone
nonattainment area (40 CFR 81.319).
According to section 182(c) of the Act,
a major source in a serious
nonattainment area is a source that has
a potential to emit 50 tpy or more of
NOx. Lean burn engines of 320 hp and
above have the potential to emit 50 tpy
or more of NOx. See Pages 9 and ten of
our TSD for this rulemaking. The 40
CFR Part 51, Appendix V provides for
a state to request EPA to process
revisions to its SIP as the state is
accepting comments and finalizing its
rule revision. We believe that the above
listed statutory requirements of the Act
are the driving forces for adoption of
AQ224. While we appreciate the
commenter’s statement for not wanting
to jeopardize approval of the BR area
ozone attainment demonstration SIP, we
also note that the major source
threshold for a stationary source in a
severe ozone nonattainment area is 25
tpy. The 25 tpy cut-off could potentially
subject additional lean burn engines in
the BR area to RACT requirements if the
current measures are not adopted or
implemented accordingly. The proposed
lean burn engine requirements can be
met with combustion modifications and
without utilizing post combustion
control technology measures. The
Chapter 22 NOx rule provides for
operational flexibility through facility-
wide averaging provisions of which a
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source may want to take advantage. See
subsection E in Chapter 22.

Comment #23: The LAMOGA
commented that LDEQ has not
adequately demonstrated RACT for lean
burn engines between 320 and 1500 Hp.

Response to comment #23: We
disagree. The NOx emission factor for
lean burn engines of 320 Hp or higher
in size, within the BR area, is set forth
at 4 grams/Hp-Hour. See Subsection D.1
in Chapter 22. The EPA has received
documentation from an affected facility
in the BR area that this level of control
for such engines can be easily and cost-
effectively achieved. This
documentation is part of the docket and
available to the public for review. The
NOx emission factor for lean burn
engines as set forth in Chapter 22 rule
is consistent with the findings of the
report titled “Stationary Reciprocating
Internal Combustion Engines, Updated
Information on NOx Emissions and
Control Techniques” dated September
1, 2000. See Pages 4—4 and 4—12 of this
report. You can find this report at: http:/
/www.epa.gov/ttnnaaqs/ozone/rto/fip/
data/rfic_engine.pdf.

The commenter’s claim that the
controls are not cost-effective, and
consequently not RACT, is wrong for a
number of reasons. First, it appears that
the commenter has selectively chosen
the hours of operation so that its
measure of cost effectiveness is biased.
Second, in any event, as in any
technology-based scheme, the focus
must be first on emission reduction, not
on cost. See e.g. Husgvarna AB v. EPA,
254 F 3d 195,200 (D.C. Cir. 2001)(cost
considerations are subordinate to
emission reduction goals of technology-
based requirement); Lignite Energy
Council v. EPA, 198 F 3d 930, 933 (D.C.

Cir. 1999)(emission reductions resulting
from technology based scheme must be
sustained unless economic or
environmental costs are “‘exorbitant”).
As stated previously, an affected facility
in the BR area has submitted
documentation showing that it, as well
as other affected facilities, are capable of
achieving emissions levels well below
the required limit for lean burn engines.
This documentation corroborates the
State’s and EPA’s similar conclusions.
Therefore, the economic or
environmental costs to the commenter
can not be considered exorbitant.
Furthermore, it is entirely unreasonable
for an uncontrolled major source to
selectively choose a desirable number of
“hours per year” to arrive at a higher
value for cost per ton of NOx in its
economic analysis, declare control
requirements to be economically
infeasible based on this faulty
accounting, and thus continue operation
absent of any control measures. Based
on foregoing information, we believe
that Chapter 22 requirement for lean
burn engines is technologically and
economically feasible, and consider the
State’s RACT limits to be reasonable.

Comment #24: The LAMOGA suggests
that LDEQ may consider, at a later date,
to amend (relax) the NOx emission
limits for lean burn engines.

Response to comment #24: While
attaining the ozone NAAQS in BR area
is a formidable challenge for both the
regulated community and regulating
entities, maintaining the standard could
prove to be an even more challenging
task. The EPA notes that any future
revisions to the SIP in the BR area
would have to meet the requirements of
the Act, including section 110, and must
continue to demonstrate attainment.

This concludes our responses to the
received written comments concerning
Actions Number 1 and 2.

6. What is Definition of a Major Source
for NOx?

The BR area was designated as a
serious ozone nonattainment area (40
CFR 81.319). According to section
182(c) of the Act, a major source in a
serious nonattainment area is a source
that emits, when uncontrolled, 50 tpy or
more of NOx. Therefore, the major
source size for NOx within these 9
parishes is 50 tpy or more, when
uncontrolled.

7. What is the History of NOx RACT
Rules for Point Sources in the BR Area?

Prior to our proposed rulemaking
actions (67 FR 48095 and 67 FR 49647)
the Louisiana’s approved SIP did not a
contain NOx RACT rule for point
sources operating in these 9 parishes.
We believe that implementation of
today’s rule revisions will assist in
bringing the BR area into attainment
with the federal 1-hour ozone standard,
and will strengthen the existing
Louisiana SIP.

8. What are the NOx Emissions Factors
for Point Sources of NOx in the BR
Area?

The following Table contains a
summary of the affected NOx point
source categories, maximum rated
capacities, and their relevant emission
factors based on the February 27, and
July 25, 2002, SIP submittals. See LAC
33:111:2201, section D(1). Table I—
Affected Categories of NOx, Maximum
Rated Capacities, and Emission Factors
in the BR area

Category

Maximum Rated Capacity

NOx Emission Factor

Electric Power Generating System Boilers:
Coal-fire
Number 6 Fuel Oil-fired
All Others (gaseous or liquid) .
Industrial Boilers
Process Heater/Furnaces:
Ammonia Reformers
All Others
Stationary Gas Turbines:

Peaking Services, Fuel oil-fired
Peaking Services, Gas-fired
All others

Stationary Internal Combustion Engines:
Lean Burn (Region of Influence)
Lean Burn (BR Nonattainment area)
Rich Burn

>80 MMBtu/Hour
>80 MMBtu/Hour ...
>80 MMBtu/Hour ....
>80 MMBtu/Hour

>80 MMBtu/Hour
>80 MMBtu/Hour

0.21 Ib/MMBtu
0.18 Ib/MMBtu
0.10 Ib/MMBtu
0.10 Ib/MMBtu

0.23Ib/MMBtu
0.08 Ib/MMBtu

0.30 Ib/MMBtu

0.20 Ib/MMBtu

0.16 Ib/MMBtu or 42 ppm @ 15% 02, dry
basis

4 g/Hp-Hour
4 g/Hp-Hour
2 g/Hp-Hour

We believe that the above NOx
emission factors for point sources of
NOx in the BR area and Region of

Influence will assist in bringing the BR
area into attainment with the federal 1-
hour ozone standard, and will

strengthen the existing Louisiana SIP.
See section II, A.5, 67 FR 50391 (August
2, 2002).
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By this approval we are agreeing that
the State of Louisiana will be
implementing RACT for point source
categories listed in Table I of this
document.

9. What is the Compliance Schedule for
Point Sources of NOx in the BR Area?

The compliance date for point sources
of NOx in the BR area is as
expeditiously as possible, but no later
than May 1, 2005. See LAC 33:111:2201,
sections J(1) and (2). We believe that the
compliance schedule for point sources
of NOx in the BR area will assist in
bringing the BR area into attainment
with the federal 1-hour ozone standard,
and will strengthen the existing
Louisiana SIP.

10. What areas in Louisiana will
today’s rulemaking affect?

The following table contains a list of
Parishes affected by today’s rulemaking.

TABLE II—RULE NUMBER AND
AFFECTED PARISHES OF LOUISIANA

Rule No. Affected parishes
LAC 33:111:2201 Ascension, East Baton
(AQ215) provi- Rouge, East Feliciana,
sions. Iberville, Livingston,
Pointe Coupee, St.
Helena, West Baton
Rouge, and West
Feliciana
LAC 33:111:2201 Ascension, East Baton
(AQ224) provi- Rouge, Iberville, Liv-
sions. ingston, and West
Baton Rouge

If you are in one of these Louisiana
parishes, you should refer to the
Louisiana NOx rules to determine if and
how today’s action will affect you.

Administrative Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under state law and does not impose

any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Public Law 104-4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),
because it is not economically
significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress

and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by November 26,
2002. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Nitrogen dioxide,
Nitrogen oxides, Nonattainment, Ozone,
Reporting and recordkeeping
requirements, Volatile organic
compounds.

Dated: September 20, 2002.

Lawrence Starfield,

Acting Regional Administrator, Region 6.
Part 52, chapter I, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart T—Louisiana

2.1In §52.970 the table in paragraph
(c) is amended by:

a. adding a new centered heading,
immediately after “Table 8” in Chapter
21 and before Chapter 23, entitled
“Chapter 22—Control of Emissions of
Nitrogen Oxides (NOx)”

b. adding entries for section 2201, and
subsections A, B,C, D, E, F, G, H, I, and
J under new Chapter 22.

The additions read as follows:

§52.970 Identification of plan.
* * * * *
(C) * *x %
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State citation Title/subject State approval date EPA date approval Comments
* * * * * * *
Chapter 21—Control of Emissions of Organic Compounds
* * * * * * *

Table 8 Untitled [List of Synthetic

Organic Chemicals].

Dec. 1987, LR13:741 ........ 05/05/94, 59 FR 2311666 Ref 52.999(c)(49) and
(60). Table approved at
(c)(49) included CAS
numbers. Table ap-
proved at (c)(60) did not

include CAS numbers.

Chapter 22—Control of Emissions of Nitrogen Oxides (NOx)

Section 2201—Affected Facilities in the Baton Rouge Nonattainment Area and the Region of Influence

Subsection A ......cceeiiieeie Applicability ........ccccovveenne Feb. 27, 2002 ........cccee... September 27, 2002 and
July 25, 2002. FR cite
Subsection B ........cocceeene Definitions ........cccocvveeiinenn. Feb. 27, 2002 .........ccee... September 27, 2002 and
July 25, 2002. FR cite
Subsection C ......cccceeveeene Exemptions ..........ccceeeninenn. Feb. 27, 2002 .........ccee... September 27, 2002 and
July 25, 2002. FR cite
Subsection D ......ccceevvveenne Emission Factors .............. Feb. 27, 2002 .........ccee... September 27, 2002 and Cutoff size for lean burn
July 25, 2002. FR cite engines lowered to 320
Hp on July 25, 2002, for
the ozone nonattainment
parishes. Cutoff size for
lean burn engines in the
Region of Influence is
1500 Hp.
Subsection E ... Alternative Plans ............... Feb. 27, 2002 .........ccee... September 27, 2002 and
July 25, 2002. FR cite
Subsection F ......cccoviiees Permits ......ccoocvveiniieeninnn. Feb. 27, 2002 .........ccee... September 27, 2002 and
July 25, 2002. FR cite
Subsection G .......cocceeee Initial Demonstration of Feb. 27, 2002 ..........cee... September 27, 2002 and
Compliance. July 25, 2002. FR cite
Subsection H ... Continuous Demonstration  Feb. 27, 2002 ................... September 27, 2002 and
of Compliance. July 25, 2002. FR cite
Subsection | ......cccceeviieenns Notification, Record- Feb. 27, 2002 ..........cee... September 27, 2002 and
keeping, and Reporting  July 25, 2002. FR cite
Requirements.
Subsection J .......ccceeeeeeenn. Effective Dates .................. Feb. 27, 2002 ................... September 27, 2002 and
July 25, 2002. FR cite
Chapter 23—Control of Emissions From Specific Industries
* * * * * * *

[FR Doc. 02—24636 Filed 9—26—-02; 8:45 am)]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2002-0225; FRL—7200-7]
Pyraclostrobin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
pyraclostrobin (carbamic acid, [2-[[[1-(4-
chlorophenyl)-1H-pyrazol-3-
ylloxy]lmethyl]phenyllmethoxy-, methyl
ester and its desmethoxy metabolite
methyl 2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-ylJoxy]methyl]phenyl
carbamate, expressed as parent
compound, in or on almond, hulls and
various other fruits and vegetables and
agricultural products, and combined
residues of pyraclostrobin, carbamic

acid, [2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-
ylloxy]methyl]phenyl]methoxy-, methyl
ester and its metabolites convertible to
1-(4-chlorophenyl)-1H-pyrazol-3-ol and
1-(4-chloro-2-hydroxyphenyl)-1H-
pyrazol-3-ol, expressed as parent
compound, in or on cattle, fat and
various other animal products. BASF
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act (FQPA)
of 1996.
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DATES: This regulation is effective
September 27, 2002. Objections and
requests for hearings, identified by
docket ID number OPP-2002-0225,
must be received on or before November
26, 2002.

ADDRESSES: Written objections and
hearing requests may be submitted by
mail, in person, or by courier. Please
follow the detailed instructions for each
method as provided in Unit VI. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, your objections
and hearing requests must identify
docket ID number OPP-2002-0225 in
the subject line on the first page of your
response.

FOR FURTHER INFORMATION CONTACT.: By
mail: Cynthia Giles-Parker, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460; telephone

number: (703) 305—-7740; e-mail address:

giles-parker.cynthia@epa.gov.
SUPPLEMENTARY INFORMATION:

1. General Information

A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Examples of poten-
Categories NAICS tially gffectedpenti-
codes ties
Industry 111 Crop production
112 Animal production
311 Food manufac-
turing
32532 Pesticide manufac-
turing

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, and

certain other related documents that
might be available electronically, from
the EPA Internet home page at http://
www.epa.gov/. To access this document,
on the home page select “Laws and
Regulations,” “Regulations and
Proposed Rules,” and then look up the
entry for this document under the
“Federal Register—Environmental
Documents.” You can also go directly to
the Federal Register listings at http://
www.epa.gov/fedrgstr/. A frequently
updated electronic version of 40 CFR
part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_00/Title_40/40cfr180_00.html, a
beta site currently under development.
To access the OPPTS Harmonized
Guidelines referenced in this document,
go directly to the guidelines at http://
www.epa.gov/opptsfrs/home/
guidelin.htm.

2. In person. The Agency has
established an official record for this
action under docket ID number OPP-
2002-0225. The official record consists
of the documents specifically referenced
in this action, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The PIRIB telephone number
is (703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of May 23,
2001 (66 FR 28470) (FRL-6780-7), EPA
issued a notice pursuant to section 408
of the FFDCA, 21 U.S.C. 346a, as
amended by the FQPA (Public Law 104—
170), announcing the filing of a
pesticide petition (PP 0F6139) by BASF
Corporation, P.O. Box 13528, Research
Triangle Park, NC 27709-3528. This
notice included a summary of the
petition prepared by BASF Corporation,
the registrant. There were no comments
received in response to the notice of
filing.

The petition requested that 40 CFR
180.582 be amended by establishing
tolerances for combined residues of the
fungicide pyraclostrobin, (carbamic

acid, [2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-
ylloxylmethyllphenyllmethoxy-, methyl
ester) and its desmethoxy metabolite
(methyl 2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-ylloxylmethyl]phenyl
carbamate), expressed as parent
compound, in or on almond, hulls at 1.6
parts per million (ppm); banana at 0.04
ppm; barley, grain at 0.4 ppm; barley,
hay at 25 ppm; barley, straw at 6.0 ppm;
bean, dry at 0.3 ppm; beet, sugar, dried
pulp at 1.0 ppm; beet, sugar, roots at 0.2
ppm; beet, sugar, tops at 8.0 ppm; berry,
group at 1.3 ppm; citrus, dried pulp at
5.5 ppm; citrus, oil at 4.0 ppm; fruit,
citrus, group at 0.7 ppm; fruit, stone,
group at 0.9 ppm; grain, aspirated
fractions at 2.5 ppm; grape at 2.0 ppm;
grape, raisin at 7.0 ppm; grass, forage at
10 ppm; grass, hay at 4.5 ppm; grass,
seed screenings at 27 ppm,; grass, straw
at 14 ppm; nut, tree, group at 0.04 ppm,;
peanut, nutmeat at 0.05 ppm; peanut,
refined oil at 0.1 ppm; pistachio at 0.7
ppm; radish, tops at 16 ppm; rye, grain
at 0.04 ppm; rye, straw at 0.5 ppm;
strawberry at 0.4 ppm; vegetable, bulb,
group at 0.9 ppm; vegetable, cucurbit,
group at 0.5 ppm; vegetable, fruiting,
group at 1.4 ppm; vegetable, root, except
sugar beet, subgroup at 0.4 ppm;
vegetable, tuberous and corm, subgroup
at 0.04 ppm; wheat, grain at 0.2 ppm;
wheat, hay at 6.0 ppm; and wheat,
straw] at 8.5 ppm, and combined
residues of pyraclostrobin, (carbamic
acid, [2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-
ylloxy|methyl]phenyl]methoxy-, methyl
ester) and its metabolites convertible to
1-(4-chlorophenyl)-1H-pyrazol-3-ol and
1-(4-chloro-2-hydroxyphenyl)-1H-
pyrazol-3-ol, expressed as parent
compound, in or on cattle, fat at 0.1
ppm; cattle, liver at 1.5 ppm; cattle,
meat at 0.1 ppm; cattle, meat
byproducts, except liver at 0.2 ppm;
goat, fat at 0.1 ppm; goat, liver at 1.5
ppm; goat, meat at 0.1 ppm; goat, meat
byproducts, except liver at 0.2 ppm;
hog, fat at 0.1 ppm; hog, liver at 1.5
ppm; hog, meat at 0.1 ppm; hog, meat
byproducts, except liver at 0.2 ppm;
horse, fat at 0.1 ppm; horse, liver at 1.5
ppm; horse, meat at 0.1 ppm; horse,
meat byproducts, except liver at 0.2
ppm; milk at 0.1 ppm; sheep, fat at 0.1
ppm; sheep, liver at 1.5 ppm; sheep,
meat at 0.1 ppm; and sheep, meat
byproducts, except liver at 0.2 ppm.

Section 408(b)(2)(A)(@) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) defines ‘“‘safe” to
mean that ““there is a reasonable
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certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of and to make a determination
on aggregate exposure, consistent with
section 408(b)(2), for the establishment

of tolerances for combined residues of
pyraclostrobin (carbamic acid, [2-[[[1-(4-
chlorophenyl)-1H-pyrazol-3-
ylloxylmethyllphenyllmethoxy-, methyl
ester) and its desmethoxy metabolite
(methyl 2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-ylJoxy]methyllphenyl
carbamate), expressed as parent
compound in or on almond, hulls at 1.6
ppm; banana at 0.04 ppm; barley, grain
at 0.4 ppm; barley, hay at 25 ppm;
barley, straw at 6.0 ppm; bean, dry at 0.3
ppm; beet, sugar, dried pulp at 1.0 ppm;
beet, sugar, roots at 0.2 ppm; beet, sugar,
tops at 8.0 ppm; berry, group at 1.3
ppm; citrus, dried pulp at 5.5 ppm;
citrus, oil at 4.0 ppm; fruit, citrus, group
at 0.7 ppm; fruit, stone, group at 0.9
ppm; grain, aspirated fractions at 2.5
pPpm; grape at 2.0 ppm; grape, raisin at
7.0 ppm; grass, forage at 10 ppm; grass,
hay at 4.5 ppm; grass, seed screenings

at 27 ppm,; grass, straw at 14 ppm; nut,
tree, group at 0.04 ppm; peanut,
nutmeat at 0.05 ppm; peanut, refined oil
at 0.1 ppm; pistachio at 0.7 ppm; radish,
tops at 16 ppm; rye, grain at 0.04 ppm;
rye, straw at 0.5 ppm; strawberry at 0.4
ppm; vegetable, bulb, group at 0.9 ppm;
vegetable, cucurbit, group at 0.5 ppm;
vegetable, fruiting, group at 1.4 ppm;
vegetable, root, except sugar beet,
subgroup at 0.4 ppm; vegetable,
tuberous and corm, subgroup at 0.04
ppm; wheat, grain at 0.2 ppm; wheat,
hay at 6.0 ppm; and wheat, straw] at 8.5
ppm, and combined residues of
pyraclostrobin, (carbamic acid, [2-[[[1-
(4-chlorophenyl)-1H-pyrazol-3-

ylloxylmethyllphenyllmethoxy-, methyl
ester) and its metabolites convertible to
1-(4-chlorophenyl)-1H-pyrazol-3-ol and
1-(4-chloro-2-hydroxyphenyl)-1H-
pyrazol-3-ol, expressed as parent
compound], in or on [cattle, fat at 0.1
ppm; cattle, liver at 1.5 ppm; cattle,
meat at 0.1 ppm; cattle, meat
byproducts, except liver at 0.2 ppm;
goat, fat at 0.1 ppm; goat, liver at 1.5
ppm; goat, meat at 0.1 ppm; goat, meat
byproducts, except liver at 0.2 ppm;
hog, fat at 0.1 ppm; hog, liver at 1.5
ppm; hog, meat at 0.1 ppm; hog, meat
byproducts, except liver at 0.2 ppm;
horse, fat at 0.1 ppm; horse, liver at 1.5
ppm; horse, meat at 0.1 ppm; horse,
meat byproducts, except liver at 0.2
ppm; milk at 0.1 ppm; sheep, fat at 0.1
ppm; sheep, liver at 1.5 ppm; sheep,
meat at 0.1 ppm; and sheep, meat
byproducts, except liver at 0.2 ppm.].
EPA’s assessment of exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The acute toxicity
of pyraclostrobin is presented in the
following table 1:

TABLE 1.—ACUTE TOXICITY OF PYRACLOSTROBIN

Guideline Number Study Type Results/Toxicity Catergory
870.1100 Acute oral toxicity LDsg => 5,000 milligrams per kilogram (mg/kg)
Toxicity category = IV
870.1200 Acute dermal toxicity LDso = > 2,000 mg/kg; toxicity category = IlI
870.1300 Acute inhalation toxicity LCso = < 0.31 milligrams per liter (mg/L)
LCso = < 1.07 mgl/L; toxicity category = Il
870.2400 Acute eye irritation Minimal eye irritation; toxicity category = IlI
870.2500 Acute dermal irritation Moderate skin irritation; toxicity ccategory = Il
870.2600 Skin sensitization Not a sensitizer

The subchronic and chronic toxic
effects caused by pyraclostrobin, as well

as the no observed adverse effect level

(NOAEL) and the lowest observed
adverse effect level (LOAEL) from the

toxicity studies reviewed, are discussed
in the following Table 2.
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TABLE 2.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF PYRACLOSTROBIN

Guideline Number

Study Type

Study Classification; Dosing

Results

Number guideline number

28-day feeding study - rat

Acceptable/nonguideline; 0, 20,
100, 500, or 1,500 ppm (O,
1.8, 9.0, 42.3, or 120.2 mg/
kg/day in males; 0, 2.0, 9.6,
46.6, or 126.3 mg/kg/day in
females

The LOAEL = 500 ppm for both males
and females, based on changes in
hematology parameters, increased
absolute and relative spleen weight,
histopathology in spleen and liver,
and increased duodenal mucosal
hyperplasia

The NOAEL = 100 ppm for both
sexes

870.3100 13—-week feeding study - rat Acceptable/guideline; 0, 50, | The LOAEL for both sexes = 500
150, 500, 1,000, or 1,500 ppm, based on reduced body
ppm (O, 3.5, 10.7, 34.7, 68.8, weight and body weight gain in
or 105.8 mg/kg/day for males; males, reduced food intake in both
0, 4.2, 12.6, 40.8, 79.7, or sexes, increased relative liver
118.9 mg/kg/day for females) weight and spleen weight in fe-

males, histopathology of duodenum
and liver in males, and
histopathology of spleen in both
sexes

The NOAEL = 150 ppm for both
sexes

870.3150 13—-week feeding study - dog Acceptable/guideline; 0, 100, | The LOAEL for both males and fe-
200, and 450 ppm (0, 2.8, males = 450 ppm, based on an in-
5.8, and 12.9 mg/kg/day for creased incidence of diarrhea, clin-
males; 0, 3.0, 6.2, and 13.6 ical chemistry changes, and
mg/kg/day for females) mucosal hypertrophy of the duode-

num in both sexes; and body weight
loss, decreased food intake, and
decreased food efficiency in fe-
males

The NOAEL = 200 ppm for both
sexes

870.3150 13-week feeding study - mouse | Acceptable/guideline; 0, 50, | The LOAEL = 150 ppm for both
150, 500, 1,000, or 1,500 sexes, based on reduced body
ppm (0, 9.2, 30.4, 119.4, weight and body weight gain in
274.4, or 475.5 mg/kg/day for males; changes in clinical chemistry
males; 0, 12.9, 40.4, 162.0, (increased urea and decreased
374.1, or 634.8 mg/kg/day for triglyceride) in both sexes; and in-
females) creased incidences of lymph node

apoptosis, thymus atrophy, and ul-
ceration/erosionin  the  glandular
stomach in females

The NOAEL = 50 ppm for both sexes

870.3200 28-day dermal toxicity - rat Unacceptable/guideline; 0, 40, | The LOAEL was > 250 mg/kg
100, or 250 mg/kg for 5 days/ | The NOAEL = 250 mg/kg
week The study is unacceptable because a

higher dose could have been toler-
ated and the limit dose is 1,000 mg/
kg/day

870.3700 Prenatal developmental toxicity | Acceptable/guideline; 0, 10, 25 | The Maternal LOAEL = 25 mg/kg/day,

study in rodents - rat

or 50 mg/kg/day

based on reduced body weight, re-
duced body weight gain, reduced
food intake, and reduced food effi-
ciency

Maternal NOAEL = 10 mg/kg/day

The Developmental LOAEL = 50 mg/
kg/day, based on increased
incidences of dilated renal pelvis
and cervical ribs with no cartilage

The Developmental NOAEL = 25 mg/
kg/day
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TABLE 2.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF PYRACLOSTROBIN—Continued

Guideline Number

Study Type

Study Classification; Dosing

Results

870.3700 Prenatal developmental toxicity | Acceptable/guideline; 0, 1, 3, 5, | The maternal LOAEL = 10 mg/kg/day,
study in nonrodents - rabbit 10, or 20 mg/kg/day based on reduced body weight
gain, reduced food consumption,
and reduced food efficiency
The maternal NOAEL = 5 mg/kg/day
The developmental LOAEL = 10 mg/
kg/day, based on increased resorp-
tions/litter, increased post- implanta-
tion loss, and dams with total re-
sorptions
The Developmental NOAEL was 5
mg/kg/day
870.3800 2-generation reproduction and | Unacceptable/guideline; 0, 25, | The parental systemic, reproductive,
fertility effects - rat 75, or 300 ppm (0 to 29.0 and offspring LOAELs were all >
mg/kg/day for FO males; 0 to 300 ppmThe parental systemic, re-
30.4 mg/kg/day FO females; 0 productive, and offspring NOAELs
to 35.0 mg/kg/day for F1 all = 300 ppm. The study is unac-
males; 0 to 36.0 mg/kg/day ceptable because higher doses
for F1 females) could be tolerated
870.4100 1-year feeding study - dog Acceptable/guideline; 0, 100, | The LOAEL = 400 ppm for both
200, or 400 ppm (0, 2.7, 5.4, sexes, based on increased diarrhea
or 10.8 mg/kg/day in males; in both sexes, clinical chemistry
0, 2.7, 5.4, or 11.2 mg/kg/day changes in both sexes, decreased
in females) body weight gain in females, and
decreased food intake and food effi-
ciency in females
The NOAEL = 200 ppm for both
sexes
870.4200 18-month  carcinogenicity - | Unacceptable/guideline; 0, 10, | The LOAEL was > 120 ppm for males
mouse 30, or 120 ppm in males (O, and > 180 ppm for females, be-

14, 41, and 17.2 mg/kg/
day); 0, 10, 30, 120, or 180
ppm in females (0, 1.6, 4.8,
20.5, or 32.8 mg/kg/day);
97.09% pure a.i.

cause no clearly and significantly
dose-related adverse effects were
observed. There were no increased
incidences of tumors; under the
conditions of the study, there was
no evidence of carcinogenic poten-
tial. However, the study is consid-
ered to be unacceptable because
the maximum dosing levels were
too low to satisfy the requirements
for a carcinogenicity study in mice
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TABLE 2.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF PYRACLOSTROBIN—Continued

Guideline Number Study Type Study Classification; Dosing Results

870.4200 24—Month carcinogenicity - rat Acceptable/guideline; 0, 25, 75, | The LOAEL = 200 ppm for both males

or 200 ppm (0, 1.2, 3.4, 9.2 and females, based on decreases

mg/kg/day for males and O, in body weight and body weight

1.5, 4.7, and 12.6 mg/kg/day gains in males and females; in-

for females) creased incidence of kidney tubular
casts and atrophy in males and fe-
males; and increased incidence of
necrosis of the liver, gross and mi-
croscopic evidence of erosion/ulcer-
ation of the glandular stomach, and
increased incidence of acanthosis
and ulcers of the forestomach in
males.

The NOAEL = 75 ppm for both males
and females. As to carcinogenicity,
histiocytic sarcoma and lymphoma
of the hemolymphoreticular system
was observed in males at 25, 75,
and 200 ppm, as well as in controls.
There was an increase in incidence
of mammary gland adenocarcinoma
in females at 200 ppm, compared to
controls. Testicular leydig cell tu-
mors were observed in all male
groups, but had a slightly higher in-
cidence in each treated group than
in controls. Under the conditions of
this study there is evidence that
pyraclostrobin may be carcinogenic

870.4100 24—Month chronic toxicity - rats | Unacceptable/guideline; 0, 25, | The LOAEL was > 200 ppm
75, or 200 ppm (0, 1.1, 3.4, | The NOAEL = 200 ppm. The study is
or 9.0 mg/kg/day in males; 0, unacceptable because a higher
1.5, 4.6, or 12.3 mg/kg/day in dose could have been tolerated
females)

870.5100 Gene mutation: Bacterial re- | Acceptable/guideline; O to 5,000 | Negative. There was no evidence of

verse mutation micrograms (ug)/plate tested treatment-induced mutant colonies

up to precipitating concentra- above background levels in any
tions assay, including in the presence or

absence of an Aroclor 1,254-stimu-
lated rat liver metabolic activation
system or using the preincubation

test
870.5300 Other genotoxic effect mamma- | Acceptable/guideline; (see test | Negative. Chinese hamster ovary
lian cells in culture gene mu- summary in results) (CHO) cells were cultured in vitro.
tation assay They were exposed to

pyraclostrobin at concentrations of
0.625, 1.25, 2.5, 5.0, 10.0, and 20.0
pg/ml in the presence and absence
of metabolic activation; concentra-
tions of 3, 4, 5, 6, 7, and 8 pg/mL in
the absence of metabolic activation;
and concentrations of 1.25, 2.5, 5.0,
10.0, and 20.0 pg/mL in the pres-
ence and absence of metabolic acti-
vation. There was no evidence of
induced mutant colonies over back-
ground
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TABLE 2.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF PYRACLOSTROBIN—Continued

Guideline Number

Study Type

Study Classification; Dosing

Results

870.5375

In  vitro mammalian chro-
mosome aberrations

Acceptable/guideline; (see test
summary in results)

Negative. Chinese hamster V79 cell
cultures were tested at concentra-
tions of 0, 6.25, 12.5, or 25.0
micrograms per milliliter (pg/mL) in
the presence and absence of an
Aroclor 1,254-stimulated rat liver
metabolic activation system; at O,
3.125, 6.25, or 12.5 pg/mL in the
presence of metabolic activation;
and at 0, 0.005, 0.010, 0.050, or
0.100 pg/mL in the absence of met-
abolic activation. There was no evi-
dence of an increase in the number
of structural or numerical chromo-
somal aberrations induced over
background

870.5395

In vivo mammalian cytogenetics

Acceptable/guideline; 0, 75,
150, or 300 mg/kg body
weight

Negative. Mouse bone marrow micro-
nucleus was assayed in vitro. There
was no significant increase in the
frequency of micronucleated poly-
chromatic erythrocyte in the bone
marrow at any dose level tested, at
any time after treatment. It is there-
fore concluded that pyraclostrobin
did not induce a clastogenic effect
in either sex at any sacrifice time

870.5550

Unscheduled DNA syntheses

Acceptable/guideline; (see test
summary in results)

Negative. Primary rat hepatocyte cul-
tures were exposed to
pyraclostrobin at up to cytotoxic
concentrations: in one test at con-
centrations of 0.01, 0.03, 0.1, 0.3,
or 1.0 pg/mL and in a second test
at 0.004, 0.02, and 0.5 pg/mL.
There was no evidence that
pyraclostrobin induced unscheduled
DNA synthesis, as determined by
net nuclear silver grain counts

870.6100

Acute oral neurotoxicity - rat

Acceptable/guideline; single
doses of 0, 100, 300, or
1,000 mg/kg before sacrifice
after 14 days

The Systemic Toxicity LOAEL for
males was 1,000 mg/kg body
weight, based on 33% decreased
body weight on days 0-7 (no similar
effect was detected on days 0-14).
The systemic toxicity NOAEL for
males was 300 mg/kg body weight.
The systemic toxicity LOAEL for fe-
males could not be determined
since there were no adverse, treat-
ment-related effects. Thus, the sys-
temic toxicity NOAEL for females
was 1,000 mg/kg body weight. The
neurotoxicity LOAEL could not be
determined because there were no
treatment-related neurotoxic effects
at any dose level tested. The
neurotoxicity NOAEL was 1,000 mg/
kg body weight
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TABLE 2.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF PYRACLOSTROBIN—Continued

Guideline Number

Study Type

Study Classification; Dosing

Results

mg/cm?2

870.6200 Subchronic neurotoxicity - rats | Acceptable/guideline; 0, 50, | Systemic toxicity: The LOAEL was
250, or 750 (males)/1,500 750 ppm for males and 1,500 ppm
(females) ppm (0, 3.5, 16.9, for females, based (for both sexes)
or 49.9 mg/kg/day for males on decreased body weight gain, de-
and 0, 4.0, 20.4, or 111.9 mg/ creased food intake, and decreased
kg/day for females) for 3 food efficiency.
months The NOAEL was 250 ppm for both
males and females. Neurotoxicity:
The LOAEL could not be determined
because there were no treatment-
related neurotoxic effects noted at
any dose level. Therefore, the
NOAEL was 750 ppm for males and
1,500 ppm for females
870.7600 Dermal penetration - rats Unacceptable/guideline; 0.375 | The absorption rate could not be ac-

curately determined because at 8
hours after dermal exposure initi-
ation 76.4% of the administered
dose remained on the dressing and
only 23.6% was available for ab-
sorption. However, a conservative
upper bound dermal absorption rate
estimate of 14% can be calculated
from the study results

B. Toxicological Endpoints

The dose at which the NOAEL from
the toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences. That is the case
in the pyraclostrobin risk assessment.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where

the RfD is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). Where an additional safety factor is
retained due to concerns unique to the
FQPA, this additional factor is applied
to the RfD by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RID to
accommodate this type of FQPA Safety
Factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences), the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach

assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk is expressed as 1 X 10-6 or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,
a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for pyraclostrobin used for human risk
assessment is shown in the following
Table 3:

TABLE 3.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR PYRACLOSTROBIN FOR USE IN HUMAN RISK

ASSESSMENT*

Exposure Scenario

Dose used in Risk Assess-
ment UF

FQPA SF and Endpoint for
Risk Assessment

Study; Toxicological Endpoint

Acute dietary (general popu-

lation) UF = 100

NOAEL = 300 mg/kg/day

Acute RfD =

Acute RfD = 3 mg/kg/day
FQPA SF = 1X

3 mg/kg/day aPAD = 3 mg/kg/day

Rat acute oral neurotoxicity; the systemic tox-

icity NOAEL of 300 mg/kg based on de-
creased body weight gain in males at 1,000
mg/kg (the LOAEL)
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TABLE 3.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR PYRACLOSTROBIN FOR USE IN HUMAN RISK

ASSESSMENT*—Continued

Exposure Scenario

Dose used in Risk Assess-

FQPA SF and Endpoint for

Study; Toxicological Endpoint

Acute dietary (females 13-50

years) UF =100

day

NOAEL = 5 mg/kg/day

ment UF Risk Assessment
Acute RfD = 0.05 mg/kg/
day
0.05 mg/kg/ FQPA SF = 3x

Acute RfD =

aPAD = 0.017 mg/kg/day

Rabbit prenatal developmental toxicity; devel-

opmental toxicity findings of increased re-
sorptions/litter and increased total resorp-
tions (i.e., dams with complete litter loss) at
10 mg/kg/day (the LOAEL)

Chronic dietary
UF = 100

kg/day

NOAEL = 3.4 mg/kg/day

Chronic RfD = 0.034 mg/

Chronic RfD = 0.034 mg/
kg/day

FQPA SF = 3x

cPAD = 0.011 mg/kg/day

Rat

oral carcinogenicity; decreased body
weight and body weight gain, kidney tubular
casts and atrophy in both sexes, increased
incidence of liver necrosis and erosion and
ulceration of the glandular stomach and fore-
stomach in males in addition to
hemolymphoreticular tumors in males and
mammary adenocarcinoma in females at 9.2
mg/kg/day (the LOAEL)

* The reference to the FQPA SF refers to any additional safety factor retained due to concerns unique to the FQPA.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances are being
established (40 CFR 180.582) for the
residues of pyraclostrobin (carbamic
acid, [2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-
ylloxylmethyl]phenyllmethoxy-, methyl
ester) and one or more of its metabolites,
expressed as parent compound], in or
on a variety of raw agricultural
commodities. These tolerances include
almond, hulls at 1.6 ppm; Banana at
0.04 ppm; barley, grain at 0.4 ppm;
barley, hay at 25 ppm; barley, straw at
6.0 ppm; bean, dry at 0.3 ppm; beet,
sugar, dried pulp at 1.0 ppm; beet,
sugar, roots at 0.2 ppm; beet, sugar, tops
at 8.0 ppm; berry, group at 1.3 ppm;
cattle, fat at 0.1 ppm; cattle, liver at 1.5
ppm; cattle, meat at 0.1 ppm; cattle,
meat byproducts, except liver at 0.2
ppm; citrus, dried pulp at 5.5 ppm;
citrus, oil at 4.0 ppm; fruit, citrus, group
at 0.7 ppm; fruit, stone, group at 0.9
ppm; goat, fat at 0.1 ppm; goat, liver at
1.5 ppm; goat, meat at 0.1 ppm; goat,
meat byproducts, except liver at 0.2
ppm; grain, aspirated fractions at 2.5
ppm; grape at 2.0 ppm; grape, raisin at
7.0 ppm; grass, forage at 10 ppm; grass,
hay at 4.5 ppm; grass, seed screenings
at 27 ppm; grass, straw at 14 ppm; hog,
fat at 0.1 ppm; hog, liver at 1.5 ppm;
hog, meat at 0.1 ppm; hog, meat
byproducts, except liver at 0.2 ppm;
horse, fat at 0.1 ppm; horse, liver at 1.5
ppm; horse, meat at 0.1 ppm; horse,
meat byproducts, except liver at 0.2
ppm; milk at 0.1 ppm; nut, tree, group
at 0.04 ppm; peanut, nutmeat at 0.05
ppm; peanut, refined oil at 0.1 ppm;
pistachio at 0.7 ppm; radish, tops at 16
pPpm; rye, grain at 0.04 ppm; rye, straw
at 0.5 ppm; sheep, fat at 0.1 ppm; sheep,

liver at 1.5 ppm; sheep, meat at 0.1
ppm; sheep, meat byproducts, except
liver at 0.2 ppm; strawberry at 0.4 ppm;
vegetable, bulb, group at 0.9 ppm;
vegetable, cucurbit, group at 0.5 ppm;
vegetable, fruiting, group at 1.4 ppm;
vegetable, root, except sugar beet,
subgroup at 0.4 ppm; vegetable,
tuberous and corm, subgroup at 0.04
ppm; wheat, grain at 0.2 ppm; wheat,
hay at 6.0 ppm; and wheat, straw at 8.5
ppm. Risk assessments were conducted
by EPA to assess dietary exposures from
pyraclostrobin (carbamic acid, [2-[[[1-(4-
chlorophenyl)-1H-pyrazol-3-
ylloxylmethyllphenyllmethoxy-, methyl
ester)] in food as follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a 1-day
or single exposure. The Dietary
Exposure Evaluation Model (DEEM ™)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1989-1992
nationwide Continuing Surveys of Food
Intake by Individuals (CSFII) and
accumulated exposure to the chemical
for each commodity. The following
determinations and assumptions were
made for the acute exposure
assessments: The aPAD for the subgroup
females (13-50 years old) is much lower
than the aPAD for the U.S. population
group and the other subgroups assessed
(see table 3 of this preamble) because of
the much lower NOAEL used for the
females (13-50 years old) subgroup and
the 3x FQPA SF applied only to this
subgroup, to protect against effects seen
following in utero exposure in the
developmental rabbit study. In these
assessments percent crop treated data
were used for a number of commodities

but anticipated residues were not, so the
assessments are considered to be
partially refined and somewhat
conservative. Concentration factors for
processed commodities were also used.
Refinements such as the use of
anticipated residue estimates would
potentially produce much lower
estimates of dietary exposure. The
results, at the 95t percentile, of the
acute dietary exposure analysis were
that the general U.S. population and all
subgroups except females (13-50 years
old) had dietary exposures that were <
1.0% of the aPAD. Females (13-50 years
old) had a dietary exposure that was
41% of the aPAD.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
valuation DEEM™ analysis evaluated
the individual food consumption as
reported by respondents in the USDA
1989-1992 nationwide CSFII and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the chronic
exposure assessments: The same cPAD
was applicable to the general U.S.
population and all subgroups in the
chronic dietary exposure analysis. In
this assessment PCT data were used for
a number of commodities but
anticipated residues were not, so the
assessments are considered to be
partially refined and somewhat
conservative. Concentration factors for
processed commodities were also used.
Refinements such as the use of
anticipated residue estimates would
potentially produce much lower
estimates of dietary exposure. The
chronic pyraclostrobin dietary exposure
analysis estimated the following
exposures: (a) General U.S. population -
27% of the cPAD, (b) children (1-6 years
old) - 74% of the cPAD, and (c) children
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(7-12 years old) - 41% of the cPAD,
infants (< 1—year old) - 31% of the
cPAD. All other subgroups analyzed had
exposures lower than that of the general
U.S. population.

iii. Cancer. The database for
carcinogenicity for pyraclostrobin is
incomplete because the maximum dose
levels for female mice and rats in the
carcinogenicity studies are inadequate.
The Agency considered a method of
expressing potential cancer risk using a
linear (Q1*) method based on mammary
tumors in female rats, to put an upper
limit on any possible cancer risk.
However, statistical analyses of the
tumor data from the combined results of
the rat carcinogenicity and chronic
toxicology studies showed neither a
significant increasing trend nor a
significant difference in the pair-wise
comparison of the dosed groups with
the controls. In Consultation with the
Pest Management Regulatory Agency
(PMRA), Canada, with whom
pyraclostrobin has been jointly
reviewed, it was decided that a MOE
method would be more appropriate. The
reason is that the genotoxicity data
show that pyraclostrobin is not
mutagenic and the highest dosage level
in female rats can be interpreted as a
NOAEL for cancer. The Agency
therefore believes that it can make a
reasonable certainty of no harm
determination for carcinogenicity by
calculating MOEs, based on the
following endpoints: (a) NOAELs of 3.4
(for males) and 12.6 (for females) mg/kg/
day from the 2—year carcinogenicity rat
feeding study and (b) the NOAEL of 9.0
mg/kg/day from the 28—day rat feeding
study.

The NOAEL of 3.4 mg/kg/day is based
upon chronic toxicity findings at the
LOAEL of 9.2 mg/kg/day, including
decreased body weight and body weight
gain, kidney tubular casts, and kidney
atrophy in both sexes; increased
incidence of liver necrosis, erosion/
ulceration of the glandular stomach and
forestomach, and hemolymphoreticular
tumors in males; and mammary
adenocarcinoma in females. However,
the observed increase in incidences of
kidney tubular casts atrophy are
commonly found in this strain of rat and
were considered by the Agency to be
strain and/or age related. The increased
incidence of acanthosis and ulcers of
the forestomach in both sexes were seen
at necropsy late in the study and were
considered to be of equivocal
toxicological significance, but could not
be ruled out as treatment-related effects.
The NOAEL of 12.6 mg/kg/day for a
cancer scenario is the highest tested
dose in the rat oral carcinogenicity
study and, though it is considered to be

inadequate for assessing carcinogenicity
in female rats because they could have
tolerated a higher dose, it still is suitable
for use as a NOAEL for the possibility
of cancer induction in female rats. The
dosing in males at 200 ppm (9.2 mg/kg/
day) is considered to approach an
adequate level because there was a
(minimal) decrease of 7% of body
weight and a reduction of up to 10% in
body weight gain in addition to the
slightly increased incidence of erosion/
ulceration of glandular stomach and
forestomach. The rat carcinogenicity
study, rather than the mouse
carcinogenicity study, was used for
endpoint selection because the NOAELs
in the latter study are higher.

The NOAEL of 9.0 mg/kg/day from
the 28—day rat feeding study, based on
increased incidences of duodenal
mucosal hyperplasia in rats of both
sexes at the LOAEL of 42.3 mg/kg/day,
was selected based on the hypothesis
that the observed hyperplasia would
progress to duodenal neoplasia
following long-term exposure to
pyraclostrobin. This endpoint was also
noted in the 13—week rat feeding study,
with a NOAEL of 10.7 mg/kg
bodyweight per day, and in the range-
finding reproductive toxicity study.

The dietary MOEs from residues in
food and water that were calculated
from the above three endpoints were
1,100 for the NOAEL of 3.4 mg/kg/day,
3,200 for the NOAEL of 9.6 mg/kg/day,
and 4,200 for the NOAEL of 12.6 mg/kg/
day.

i}:/. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(F) states that the Agency may
use data on the actual percent of food
treated for assessing chronic dietary risk
only if the Agency can make the
following findings: Condition 1, that the
data used are reliable and provide a
valid basis to show what percentage of
the food derived from such crop is
likely to contain such pesticide residue;
condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
section 408(b)(2)(F), EPA may require
registrants to submit data on PCT.

In the pyraclostrobin risk assessment
the Agency used PCT data as follows.
PCT values of 100% were assumed
where no more-refined data were
available. EPA utilized PCT values of

less than 100% for the following
commodities: Beet, sugar; berry, group;
fruit, citrus, group; fruit, stone, group;
grain, cereal, group; grape; nut, tree,
group; pea and bean, dried shelled,
except soybean, subgroup; peanut;
pistachio; potato; strawberry; tomato;
vegetable, bulb, group; vegetable,
cucurbit, group; and vegetable, root and
tuber, group. These PCT values are
based on projected market share
information. The registrant provided the
Agency with their anticipated market
share projections. The Agency estimated
market share projections comparing the
efficacy spectrum of the registered
alternatives to the spectrum of
pyraclostrobin. In conducting its risk
assessment, the Agency utilized the
EPA-derived estimates. The Agency
believes that this approach is
conservative and will overestimate the
potential risk. To further ensure the
reliability of these data, as a condition
of registration, the registrant will be
required to provide annual reports on
the market penetration and market share
of pyraclostrobin for each of the
registered crops.

The Agency believes that the three
conditions listed above have been met.
With respect to condition 1, PCT
estimates are derived from company-
provided anticipatory data that have
been reviewed by the Agency and are
believed to be reliable and to have a
valid basis. Since there are not any use
data for a new pesticidal active
ingredient prior to its initial registration,
the Agency believes that company
anticipatory estimates provide the best
initial estimation of PCT data and is
reasonably certain that the percentage of
the food treated is not likely to be an
underestimation. Conditions 2 and 3 are
satisfied by the use of regional
consumption data and consumption
data for significant subpopulations in
EPA’s computer-based model for
evaluating the exposure of significant
subpopulations including several
regional groups. Use of these
consumption data in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
[pyraclostrobin] may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks monitoring
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exposure data to allow it to complete a
comprehensive dietary exposure
analysis and risk assessment for
pyraclostrobin in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling, taking into account data on
the physical characteristics of
pyraclostrobin.

The Agency uses the First Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone/Exposure Analysis
Modeling System (PRZM/EXAMS), to
produce surface water estimates of
pesticide concentrations in an index
reservoir. The Screening Concentration
In Ground Water (SCI-GROW) model is
used to predict pesticide concentrations
in shallow groundwater. For a
screening-level assessment for surface
water EPA will use FIRST (a tier 1
model) before using PRZM/EXAMS (a
tier 2 model). The FIRST model is a
subset of the PRZM/EXAMS model that
uses a specific high-end runoff scenario
for pesticides. While both FIRST and
PRZM/EXAMS incorporate an index
reservoir environment, the PRZM/
EXAMS model includes a percent crop
treated (PCT) area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %RfD or %PAD.
Instead, drinking water levels of
comparison (DWLOCs) are calculated
and used as points of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and from
residential uses. Since DWLOCs address
total aggregate exposure to
pyraclostrobin they are further
discussed in the aggregate risk sections.

Based on the FIRST and SCI-GROW
models the EECs of pyraclostrobin for
acute exposures are estimated to be 20.4
parts per billion (ppb) for surface water
and 0.009 ppb for ground water. The
EECs for chronic exposures are
estimated to be 0.79 ppb for surface
water and 0.009 ppb for ground water.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets). However,
pyraclostrobin is not registered for use
on any sites that would result in
residential exposure. .

4. Cumulative exposure to substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information” concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
pyraclostrobin has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, pyraclostrobin
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that pyraclostrobin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Safety Factor for Infants and
Children

1. In general. FFDCA section 408
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
that a different margin of safety will be
safe for infants and children. Margins of
safety are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in

calculating a dose level that poses no
appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
Qualitative (but not quantitative)
evidence of increased susceptibility to
pyraclostrobin of infants and children,
as compared to adults, was seen in the
prenatal development study in rabbits,
but neither qualitative nor quantitative
evidence of increased susceptibility to
pyraclostrobin was seen in rats.

3. Conclusion. There is an incomplete
toxicity database for pyraclostrobin, but
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. The
Agency concluded, despite the 2-
generation reproduction study of rats
data gap, that the FQPA SF can be
reduced to 3x for pyraclostrobin
because: (a) Only qualitative
susceptibility was seen and this
occurred in only one species, (b) there
is no qualitative or quantitative
evidence of increased susceptibility
following in utero exposure to
pyraclostrobin in the prenatal
development study in rats, (c) a
developmental neurotoxicity study is
not required, and (d) the dietary (food
and drinking water) and residential
exposure assessments do not
underestimate the potential exposure for
infants, children, or women of
childbearing age. The 3x FQPA SF was
derived prior to finalizing the FQPA SF
guidance document on January 31,
2002. A formal reconsideration of the
FQPA SF was not made but the Agency
did consider the effect of the application
of the “weight of evidence” approach
described in the guidance document on
the value of the safety factor. It was
concluded that the 3x FQPA SF
established prior to the completion of
the guidance document would not
increase since the developmental effects
in the rabbit prenatal developmental
toxicity study are well characterized
and the NOAEL for these effects is
established. Therefore, there is no need
for an additional FQPA SF to address
potential prenatal or postnatal toxicity.
In other words, for acute dietary and
residential exposure assessment of the
females 13-50 years old population
subgroup, the 3x FQPA SF would likely
be reduced to 1x. Also, the 3x FQPA SF
for assessing chronic dietary and
residential exposures would not
increase because of the data base
deficiency of the 2-generation
reproduction study. The reproduction
study that was submitted was rejected
solely because it did not test at a high
enough dose to identify toxicity. In that
study, there was no parental systemic,
reproductive, or offspring toxicity at any
dose including the top dose of 29-36
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mg/kg/day, which is well above the
NOAEL:s of other repeated dose toxicity
studies. Thus, conduct of another
reproduction study will better define
reproductive effects at high doses but, in
all likelihood, will have no effect on the
RID.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water [e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)]. This

allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA are used to
calculate DWLOGs: 2L/70 kg (adult
male), 2L/60 kg (adult female), and 1L/
10 kg (child). Default body weights and
drinking water consumption values vary
on an individual basis. This variation
will be taken into account in more
refined screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCGs. Generally, a DWLOC is
calculated for each type of risk
assessment used: acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, EPA concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when
considered along with other sources of
exposure for which EPA has reliable
data) would not result in unacceptable
levels of aggregate human health risk at

this time. Because EPA considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, EPA will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, at the 95t percentile the
acute dietary exposure to pyraclostrobin
from food will occupy < 1.0% of the
aPAD for the U.S. population, 41% of
the aPAD for females 13-50 years old, <
1.0% of the aPAD for infants (< 1-year
old), and < 1.0% of the aPAD for
children (1-6 years old). In addition,
there is potential for acute dietary
exposure to pyraclostrobin in drinking
water. After calculating DWLOCs and
comparing them to the EECs for surface
and ground water, EPA does not expect
the aggregate exposure to exceed 100%
of the aPAD, as shown in the following
Table 4:

TABLE 4.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO PYRACLOSTROBIN.

Maximum
Population Sub- | aPAD mg/ Food Exposure mg/kg/ | Water Expo- Acute Ground Water Acute Surface Water DWLOC
group? kg/day day (95t percentile) sure (mg/kg/ EECS3 (ug/L) EEC4 (ug/L) (ng/L)s
day)?

U.S. population 3.0 0.0094 3.0 0.009 0.009 1.0 x 108
All Infants 3.0 0.014 3.0 3.0 x 104
Females (13-50

years old) 0.017 0.0068 0.043 1.3 x 103
Children (1-6

years old) 3.0 0.022 3.0 3.0 x 104
Males (13-19

years old) 3.0 0.0083 3.0 1.0 x 105

1Population subgroups chosen were the female subgroup with the highest food exposure (60 kg/ body weight assumed) the male subgroup
with the highest food exposure (70 kg body weight assumed) and infant/child subgroups with the highest food exposure (10 kg/ body weight as-

sumed).

2 Maximum Water Exposure (mg/kg/day) = PAD (mg/kg/day) - Food Exposure from DEEM (mg/kg/day).

3Based upon SCI-GROW modeling results.

4 Based upon FIRST (version 2) modeling results.
5 DWLOC(ug/L) = maximum water exposure (mg/kg/day) x body weight (kg)/water consumption (L) x 103 mg/ug

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to [pyraclostrobin] from
food will utilize 27% of the cPAD for
the U.S. population, 31% of the cPAD
for infants < 1—year old, and 74% of the

cPAD for children (1-6 years old). There
are no residential uses for
pyraclostrobin that result in chronic
residential exposure to pyraclostrobin.
However, there is potential for chronic
dietary exposure to pyraclostrobin in
drinking water. After calculating

DWLOGs and comparing them to the
EECs for surface and ground water, EPA
does not expect the aggregate exposure
to exceed 100% of the cPAD, as shown
in the following Table 5:
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TABLE 5.—SUMMARY OF CHRONIC DRINKING WATER LEVELS OF COMPARISON FOR PYRACLOSTROBIN.

Maximum
Population Sub- | cPAD (mg/ | Food Exposure (mg/kg/ | Water Expo- | Chronic Ground Water Chronic Surface Water DWLOC5
group? kg/day) day) sure2 (mg/ EEC3 (ug/L) EEC4 (ug/L) (ug/L)
kg/day)

U.S. population 0.011 0.0030 8.0 x 103 0.009 0.79 280
All infants 0.011 0.0034 7.6 x 103 76
Children (1-6

years) 0.011 0.0082 2.8x 103 28
Females (13-50

years old) 0.011 0.0022 8.8 x 103 290
Males (13-19

years old) 0.011 0.0028 8.2 x 103 290

1pPopulation subgroups chosen were U.S. population (70 kg body weight assumed), the female subgroup with the highest food exposure (60 kg
body weight assumed), the male subgroup (70 kg body weight assumed) with the highest food exposure, and infant/child subgroups with the
highest food exposure (10 kg body weight assumed).
2Maximum Water Exposure (mg/kg/day) = PAD (mg/kg/day) - Food Exposure from DEEM (mg/kg/day)
3Based upon PRZM/EXAMS Index Reservoir modeling results.

4Based upon SCI-GROW modeling results.

SDWLOC(pg/L) = maximum water exposure (mg/kg/day) x body weight (kg)/water consumption (L) x 10-3 mg/ug

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Pyraclostrobin is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure

takes into account residential exposure

plus chronic exposure to food and water

(considered to be a background
exposure level). Pyraclostrobin is not
registered for use on any sites that
would result in residential exposure.
Therefore, the aggregate risk is the sum
of the risk from food and water, which
do not exceed the Agency’s level of
concern.

5. Aggregate cancer risk for U.S.
population. The database for
carcinogenicity is incomplete. MOEs

have been calculated for chronic
(cancer) food exposure based on
NOAEL:s of 3.4 and 12.6 mg/kg/day from
the 2—year carcinogenicity feeding study
in rats and a NOAEL of 9.0 mg/kg/day
from the 28—day rat feeding study.
MOE:s for drinking water exposure,
using the SCI-GROW model chronic
estimate of 0.009 ppb pyraclostrobin in
ground water, are presented in the
following table 6 as are the MOEs for
food plus drinking water.

TABLE 6.—MARGINS OF EXPOSURE (MOES) BASED UPON CHRONIC (CANCER) AGGREGATE EXPOSURE (FOOD PLUS
WATER ONLY) TO PYRACLOSTROBIN FOR THE U.S. POPULATION

NOAEL (mg/kg/day) o io0d | MOE (food) romovater (\'I\V";?Er) MPVEva(tfgf)’d

(mg/kg/day) (mg/kg/day)
34 0.0030 1,100 | 23x105| 1.5x105 1,100
9.0 3,000 4.2 x 105 3,000
12.6 3,000 42 x 105 4,200

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to
pyraclostrobin residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Two tolerance enforcement methods
have been proposed by BASF for the
determination of pyraclostrobin and its
desmethoxy metabolite (BF 500-3) in or
on plant commodities: (a) The Liquid
Chromatography/Mass Spectrometry

(LC/MS) method number D9808 and (b)
the HPLC/UV method number D9904.
The validated method limits of
quantitation for pyraclostrobin and BF
500-3 for both methods are 0.02 ppm
for each analyte in plant matrices.
Adequate independent method

validation and radiovalidation data have
been submitted for both methods. These

methods have been forwarded to the
Agency’s Analytical Chemistry
Laboratory for validation.

The Agency has also received two
tolerance enforcement methods for
ruminant commodities: HPLC/UV
method number 439/0 and 446, which

consists of Gas Chromatography (GC)/
MS method number 446/0 and LC/MS/
MS method number 446/1. The HPLC/
UV method determines residues of
pyraclostrobin per se. Method number
446 has a hydrolysis step and
determines residues of pyraclostrobin
and its metabolites as the molecules BF
500-5 and BF 500-8. These methods
have also been forwarded to the
Agency’s Analytical Chemistry
Laboratory for validation.

The petitioner must make any
modifications or revisions to the
proposed methods resulting from the
Agency’s validation. Upon successful
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completion of the validation, the
methods will be forwarded to FDA for
publication in a future revision of the
Pesticide Analytical Manual, Volume II
(PAM-II). Before publication and upon
request, the methods will be available,
prior to the harvest season, from the
Analytical Chemistry Branch (ACB),
Biological and Economic Analysis
Division (7503C), Environmental
Science Center, 701 Mapes Road, Ft.
George C. Meade, MD 20755-5350.
Contact Francis D. Griffith, Jr.,
telephone (410) 305-2905, e-mail:
griffith.francis@epa.gov. The analytical
standards are also available from the
EPA National Standard Repository at
the same location.

Pyraclostrobin was successfully
evaluated through several of the FDA
multiresidue method protocols, while
BF 500-3 was unsuccessful in all
protocols. Pyraclostrobin was
completely recovered through Protocol
D (in grape) and E (in grape), and
partially recovered through Protocol F
(in peanut). Metabolite BF 500—3 had
poor peak shape and inadequate
sensitivity with Protocol C columns and
therefore was not further analyzed
under Protocols D, E, and F. The results
of the multiresidue testing for
pyraclostrobin will be forwarded to FDA
for inclusion in PAM Volume I.

B. International Residue Limits

No Codex or Mexican maximum
residue levels (MRLs) have been
proposed or are established for residues
of pyraclostrobin. Therefore, no
tolerance discrepancies exist between
countries for this chemical. Since the
application for registration of
pyraclostrobin was reviewed jointly
with the Pest Management Regulatory
Agency (PMRA) of Canada, several
Canadian MRLs for pyraclostrobin are
proposed and are expected to be
established soon. However, the joint
review is expected to have eliminated
the potential for discrepancies between
U.S. tolerances and Canadian MRLs.

V. Conclusion

Therefore, tolerances are established
for combined residues of pyraclostrobin
carbamic acid, [2-[[[1-(4-chlorophenyl)-
1H-pyrazol-3-
ylloxylmethyllphenyllmethoxy-, methyl
ester and its desmethoxy metabolite
methyl 2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-ylloxylmethyl]phenyl
carbamate, expressed as parent
compound, in or on almond, hulls at 1.6
ppm; Banana at 0.04 ppm; barley, grain
at 0.4 ppm; barley, hay at 25 ppm;
barley, straw at 6.0 ppm; bean, dry at 0.3
ppm; beet, sugar, dried pulp at 1.0 ppm;
beet, sugar, roots at 0.2 ppm; beet, sugar,

tops at 8.0 ppm; berry, group at 1.3
ppm; citrus, dried pulp at 5.5 ppm;
citrus, oil at 4.0 ppm; fruit, citrus, group
at 0.7 ppm; fruit, stone, group at 0.9
ppm; grain, aspirated fractions at 2.5
pPpm; grape at 2.0 ppm; grape, raisin at
7.0 ppm; grass, forage at 10 ppm; grass,
hay at 4.5 ppm; grass, seed screenings
at 27 ppm; grass, straw at 14 ppm; nut,
tree, group at 0.04 ppm; peanut,
nutmeat at 0.05 ppm; peanut, refined oil
at 0.1 ppm; pistachio at 0.7 ppm; radish,
tops at 16 ppm; rye, grain at 0.04 ppm;
rye, straw at 0.5 ppm; strawberry at 0.4
ppm; vegetable, bulb, group at 0.9 ppm;
vegetable, cucurbit, group at 0.5 ppm;
vegetable, fruiting, group at 1.4 ppm;
vegetable, root, except sugar beet,
subgroup at 0.4 ppm; vegetable,
tuberous and corm, subgroup at 0.04
ppm; wheat, grain at 0.2 ppm; wheat,
hay at 6.0 ppm; and wheat, straw at 8.5
ppm, and combined residues of
pyraclostrobin carbamic acid, [2-[[[1-(4-
chlorophenyl)-1H-pyrazol-3-
ylloxylmethyllphenyllmethoxy-, methyl
ester and its metabolites convertible to
1-(4-chlorophenyl)-1H-pyrazol-3-ol and
1-(4-chloro-2-hydroxyphenyl)-1H-
pyrazol-3-ol, expressed as parent
compound, in or on cattle, fat at 0.1
ppm; cattle, liver at 1.5 ppm; cattle,
meat at 0.1 ppm; cattle, meat
byproducts, except liver at 0.2 ppm;
goat, fat at 0.1 ppm; goat, liver at 1.5
ppm; goat, meat at 0.1 ppm; goat, meat
byproducts, except liver at 0.2 ppm;
hog, fat at 0.1 ppm; hog, liver at 1.5
ppm; hog, meat at 0.1 ppm; hog, meat
byproducts, except liver at 0.2 ppm;
horse, fat at 0.1 ppm; horse, liver at 1.5
ppm; horse, meat at 0.1 ppm; horse,
meat byproducts, except liver at 0.2
ppm; milk at 0.1 ppm; sheep, fat at 0.1
ppm; sheep, liver at 1.5 ppm; sheep,
meat at 0.1 ppm; and sheep, meat
byproducts, except liver at 0.2 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new

section 408(d), as was provided in the
old FFDCA sections 408 and 4009.
However, the period for filing objections
is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2002-0225 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before November 26, 2002.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460. You may also deliver your
written request to the Office of the
Hearing Clerk in Rm. 104, Crystal Mall
# 2, 1921 Jefferson Davis Hwy.,
Arlington, VA. The Office of the Hearing
Clerk is open from 8 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Office of the Hearing Clerk is (703) 603—
0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
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refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.2. Mail your
copies, identified by docket ID number
OPP-2002-0225, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. In person or by
courier, bring a copy to the location of
the PIRIB described in Unit I.B.2. You
may also send an electronic copy of
your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that

have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these same reasons, the Agency has
determined that this rule does not have
any ‘“tribal implications” as described
in Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “‘substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
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rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and record keeping
requirements.

Dated: September 20, 2002.
James Jones,
Acting Director, Office of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and
374.

2. Section 180.582 is added to read as
follows:

§180.582 Pyraclostrobin; tolerances for
residues.

(a) General. (1)Tolerances are
established for combined residues of the
fungicide pyraclostrobin carbamic acid,
[2-[[[1-(4-chlorophenyl)-1H-pyrazol-3-
ylloxylmethyl]phenyllmethoxy-, methyl
ester and its desmethoxy metabolite
methyl 2-[[[1-(4-chlorophenyl)-1H-
pyrazol-3-ylJoxylmethyl]phenyl
carbamate, expressed as parent
compound, in or on the following raw
agricultural commodities.

Commodity

Parts per million

Almond, hulls ..o,
Banana ..........ccccciies
Barley, grain ..o

Barley, hay .......
Barley, straw ...
Bean, dry ......cccceeveenns

Beet, sugar, dried pulp .....ccooooeiiiiiiiee
Beet, sugar, rootS .......ccooccveeeeeeriiiiiiieeee e

Beet, sugar, tops ....
Berry group .............
Citrus, dried pulp ....
Citrus, ol ..cccvvveeennn.
Fruit, citrus, group ...
Fruit, stone, group ...............
Grain, aspirated fractions ....
Grape ....ccoceevevieiiiiie e
Grape, raisin ....
Grass, forage ...
Grass, hay .....c.ccooceeeennnen.

Grass, seed screenings ..........

Grass, straw grown for seed ..........cccccocveeeninnen.
NUL, tre€, group ....eeeeeveeeiiiiiiieeee e

Peanut .........cccceeeen
Peanut, refined oil ...
Pistachio .................

Radish, tOPS ...ococveveriiieiiiee e
RYE, Grain .o

Rye, straw .....
Strawberry ...........

Vegetable, bulb ...................
Vegetable, cucurbit, group ...

Vegetable, fruiting, group .........cccceevvieniininiennne.
Vegetable, root, except sugarbeet, subgroup ...
Vegetable, tuberous and corm, subgroup .........

Wheat, grain ......ccoooveeeiiieeeiee e
Wheat, hay .......

Wheat, StraW ........ccooevviiiiiiieeiiiiiieeee e

(2) Tolerances are established for
combined residues of the fungicide
pyraclostrobin carbamic acid, [2-[[[1-(4-
chlorophenyl)-1H-pyrazol-3-

ylloxylmethyl]lphenyllmethoxy-, methyl

ester and its metabolites convertible to
1-(4-chlorophenyl)-1H-pyrazol-3-ol and
1-(4-chloro-2-hydroxyphenyl)-1H-

pyrazol-3-ol, expressed as parent
compound, in or on the following raw
agricultural commodities.

Commodity

Parts per million

Cattle, fat ...ccvveeeeeeicieee e
Cattle, IVEr ..o
Cattle, meat ........cooevveiiiiiii e

Cattle, meat byproducts, except liver ...
Goat, fat ..o

Goat, IVEr ..o
GOAt, MEAL ...vvvveieeeiiiiiie e

Goat, meat byproducts, except liver .
HOQ, fat ..o,

HOQ, IVET oo
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Commodity Parts per million

HOQ, MEAL ... 0.1
Hog, meat byproducts, except liver ..... 0.2
Horse, fat ..o 0.1
Horse, liver ............ 0.1
Horse, meat ... 0.1
Horse, meat byproducts, eXCept IVET .........cccociiiiiiiiiiieiee e 0.2
VT etttk bbbt R R bR et et n e Rt bt b b e re et e 0.1
Sheep, fat ...... 0.1
Sheep, liver 15
Sheep, meat 0.1
Sheep, meat byproducts, except IVEr .........ccocoiiiiiiiiiiii e 0.2

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 02—24487 Filed 9—26—-02; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2002-0204; FRL-7200-1]

Lambda-cyhalothrin; Pesticide
Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for residues of lambda-
cyhalothrin in or on almond, hulls and
various other food commodities in 40
CFR 180.438. Syngenta Crop Protection,
Inc. requested this tolerance under the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996.

DATES: This regulation is effective
September 27, 2002. Objections and
requests for hearings, identified by
docket ID number OPP-2002-0204,
must be received on or before November
26, 2002.

ADDRESSES: Written objections and
hearing requests may be submitted by
mail, in person, or by courier. Please
follow the detailed instructions for each
method as provided in Unit VI. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, your objections
and hearing requests must identify
docket ID number OPP-2002-0204 in
the subject line on the first page of your
response.

FOR FURTHER INFORMATION CONTACT: By
mail: William G. Sproat, Jr., Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave.,

NW.,Washington, DC 20460; telephone
number: 703—-308—8587; e-mail address:
sproat.william@epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Cat-
egories

Examples of Poten-

NAICS tially Affected Entities

111
112
311
32532

Industry Crop production
Animal production
Food manufacturing
Pesticide manufac-

turing

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, and
certain other related documents that
might be available electronically, from
the EPA Internet home page at http://
www.epa.gov/. To access this document,
on the home page select “Laws and
Regulations”, “Regulations and
Proposed Rules,” and then look up the
entry for this document under the
“Federal Register—Environmental
Documents.” You can also go directly to

the Federal Register listings at http://
www.epa.gov/fedrgstr/. A frequently
updated electronic version of 40 CFR
part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_00/Title_40/40cfr180_00.html, a
beta site currently under development.
To access the OPPTS Harmonized
Guidelines referenced in this document,
go directly to the guidelines at http://
www.epa.gov/opptsfrs/home/
guidelin.htm.

2. In person. The Agency has
established an official record for this
action under docket ID number OPP—
2002-0204. The official record consists
of the documents specifically referenced
in this action, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The PIRIB telephone number
is (703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of October 8,
1997 (62 FR 52588-52563) (FRL-5748—
6) and May 12, 2000 (65 FR 30591—
30596) (FRL—6497-1), EPA issued
notices pursuant to section 408 of the
Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. 3464, as amended
by the Food Quality Protection Act of
1996 (FQPA) (Public Law 104-170),
announcing the filing of pesticide
petitions (PP 7F4875 and 0F6092) by
Syngenta Crop Protection, P.O. Box
18300, Greensboro, NC 27419-8300.
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These notices included a summary of
the petition prepared by Syngenta, the
registrant. There were no comments
received in response to the notice of
filing.

The petition(s) requested that 40 CFR
180.438 be amended by establishing a
tolerance for residues of the insecticide
lambda-cyhalothrin, in or on almond,
hulls at 1.5 parts per million (ppm);
apple pomace, wet at 2.50 ppm;
avocados (imported) at 0.20 ppm;
canola, seed at 0.15 ppm; cereal grain
crop group (except rice and wild rice),
grain, at 0.2 ppm; forage (except
sorghum) at 6.0 ppm; hay at 2.0 ppm;
straw at 2.0 ppm; aspirated grain dust at
2.0 ppm; bran at 0.8 ppm; flour at 0.6
ppm; fruit, pome, group at 0.3 ppm;
fruit, stone, group at 0.50 ppm; nut, tree,
group at 0.05 ppm; peanut, hay at 3.0
ppm; peas and beans - dried shelled,
(except soybean), subgroup at 0.1 ppm;
peas and beans - succulent shelled,
subgroup at 0.01 ppm; sorghum, grain,
forage at 0.3 ppm; sorghum, grain,
stover at 0.5 ppm; sugarcane at 0.05
ppm; vegetables, fruiting, group (except
cucurbits) at 0.2 ppm; and vegetables,
legumes, edible podded subgroup at 0.2

m.

EPA has concluded that the tolerance
requests for the cereal grain crop group
are unacceptable at this time since
additional residue field trial data are
necessary in support of these tolerances.
PP 0F06092 proposed a tolerance for
canola seed of 0.15 ppm, subsequently
revised in this final rule to 1.0 ppm on
canola and 2.0 ppm in canola oil.

In addition, existing tolerances under
§180.438(a) for tomatoes at 0.1 ppm is
no longer needed. It is being replaced
with the new tolerance for the
vegetables, fruiting, group (except
cucurbits) at 0.2 ppm. In addition,
existing tolerances for the section 18
emergency exemption under
§ 180.438(b) for sugarcane at 0.03 ppm
is not needed since a tolerance is
established by this regulation rule under
§ 180.438(a) for sugarcane at 0.05 ppm.

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the

legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) defines “safe” to
mean that ““there is a reasonable
certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of and to make a determination
on aggregate exposure, consistent with
section 408(b)(2), for a tolerance for
residues of lambda-cyhalothrin on
almond, hulls at 1.5 ppm; apple
pomace, wet at 2.50 ppm; avocados
(imported) at 0.20 ppm; canola, seed at
0.15 ppm; fruit, pome, group at 0.3 ppm;
fruit, stone, group at 0.50 ppm; nut, tree,
group at 0.05 ppm; peanut, hay at 3.0
ppm; peas and beans - dried shelled,
(except soybean), subgroup at 0.1 ppm
; peas and beans - succulent shelled,

subgroup at 0.01 ppm; sorghum, grain,
forage at 0.3 ppm; sorghum, grain,
stover at 0.5 ppm; sugarcane at 0.05
ppm; vegetables, fruiting, group (except
cucurbits) at 0.2 ppm; and vegetables,
legumes, edible podded subgroup at 0.2
ppm. EPA’s assessment of exposures
and risks associated with establishing
the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by lambda-
cyhalothrin are discussed in the Table 1
below as well as the no observed
adverse effect level (NOAEL) and the
lowest observed adverse effect level
(LOAEL) from the toxicity studies
reviewed. Note that studies discussed
below were conducted using either
cyhalothrin or lambda-cyhalothrin.
Cyhalothrin and lambda-cyhalothrin are
basically the same chemical, the
differences are found in their stereo
chemistry and the number of isomers in
each mixture. Cyhalothrin consists of
four stereo isomers in each mixture.
Cyhalothrin consists of four steno
isomers while lambda-cyhalothrin is a
mixture of the two isomers. The two
lambda-cyhalothrin isomers are
contained in cyhalothrin and they
represent 40% of the cyhalothrin
mixture. The major studies submitted to
the Agency were conducted with
cyhalothrin. However, these studies are
used in support of registration for both
mixtures. There is evidence, based on
subchronic studies in rats, that the two
mixtures are not biologically different
with respect to their mammalian
toxicity.

TABLE 1.—TOXICITY PROFILE OF LAMBDA-CYHALOTHRIN

Guideline No. Study Type

MRID No. (year)/Classification/
Doses

Results

0, 0.5, 2.5, 12.5 mg/kg/day

870.3100 13-Week feeding - rat (cyhalothrin) 00154805 NOAEL: 2.5 mg/kg/day
1981/Acceptable LOAEL: 12.5 mg/kg/day (decreased body

0, 0.5, 2.5, 12.5 mg/kg/day weight gain in males).

870.3100 13-Week feeding - rat (lambda- | 00153028 NOAEL: 2.5 mg/kg/day
cyhalothrin) 1985/Acceptable LOAEL: 12.5 mg/kg/day (reduced body weight

gain and food consumption in both sexesand
food efficiency in females).
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TABLE 1.—TOXICITY PROFILE OF LAMBDA-CYHALOTHRIN—Continued

MRID No. (year)/Classification/

Guideline No. Study Type Doses Results
N/A 28-Day feeding - rat (cyhalothrin) 00153029 NOAEL: 2 mg/kg/day
1984/Acceptable nonguideline LOAEL: 10 mg/kg/day (clinical signs of
0, 2, 10, 25, 50, 75 mg/kg/day neurotoxicity). At higher doses, decreases
inbody weight gain and food consumption
and changes in organ weights.
N/A 28-Day feeding - rat (cyhalothrin) 00154806 NOAEL: 1.0 mg/kg/day
1984/Acceptable nonguideline LOAEL: 2.0 mg/kg/day (decreases in mean
0, 0.1, 0.5, 1.0, 2.0, 25.0 mg/kg/ body weight gain in females).
day
N/A 4-Week feeding - mouse | 43241901 NOAEL: 64.2/77.9 mg/kg/day
(cyhalothrin) 1981/Acceptable nonguideline LOAEL: 309/294 mg/kg/day (mortality, clinical
0, 0.65, 3.30, 13.5, 64.2, 309 signs of toxicity, decreases in bodyweight
mg/kg/day (males) gain and food consumption. changes in he-
0, 0.80, 4.17, 15.2, 77.9, 294 matology and organ weights, minimal
mg/kg/day (females) centrilobularhepatocyte enlargement).
870.3150 26—-Week feeding - dog (cyhalothrin) 00154795 NOAEL: 1.0 mg/kg/day
1981/Acceptable LOAEL: 2.5 mg/kg/day (increase in liquid
0, 1.0, 2.5, 10.0 mg/kg/day feces. At 10.0 mg/kg/day, clinical signs
ofneurotoxicity).
870.3200 21-Day dermal toxicity - rabbit | 00154869 NOAEL: 100 mg/kg/day
(cyhalothrin) 1982/Acceptable LOAEL: 1,000 mg/kg/day (significant weight
0, 10, 100, 1,000 mg/kg/day for loss)
6 hours/day, 5 days/week for
total of 15 applications
870.3200 21-Day dermal toxicity - rat (lambda- | 44333802 NOAEL: 10 mg/kg/day
cyhalothrin) 1989/Acceptable LOAEL: 50 mg/kg/day (clinical signs of toxicity,
0, 1, 10 mg/kg/day for 6 hours/ decreased body weight and body weight
day for 21 consecutive days; gain)
2-3 applications at 100 mg/kg/
day, reduced to 50 mg/kg/day
for 21 consecutive days
N/A 21-Day inhalation toxicity - rat (lamb- | 41387702 NOAEL: 0.08 mg/kg/day
da-cyhalothrin) 1990/Acceptable nonguideline LOAEL: 0.90 mg/kg/day (clinical signs of
0, 0.3, 3.3, 16.7 pg/L; approx. O, neurotoxicity, decreased body weight gains,
0.08, 0.90, 4.5 mg/kg/day increased incidence of punctuate foci in cor-
nea, slight reductions in cholesterol in fe-
males, slight changes in selected urinalysis
parameters).
870.3700 Developmental toxicity - rat | 00154800 Maternal NOAEL: 10 mg/kg/day
(cyhalothrin) 1981/Acceptable Maternal LOAEL: 15 mg/kg/day (uncoordinated
0, 5, 10, 15 mg/kg/day limbs, reduced body weight gain and food
consumption).
Developmental NOAEL: 15 mg/kg/day, the
highest dose tested (HDT)
Developmental LOAEL: >15 mg/kg/day
870.3700 Developmental toxicity - rabbit | 00154801 Maternal NOAEL: 10 mg/kg/day
(cyhalothrin) 1981/Acceptable Maternal LOAEL: 30 mg/kg/day (reduced body
0, 3, 10, 30 mg/kg/day weight gain and food consumption).
Developmental NOAEL: 30 mg/kg/day (HDT)
Developmental LOAEL: >30 mg/kg/day
870.3800 3-Generation Reproduction - rat | 00154802 Parental/Offspring NOAEL: 1.5 mg/kg/day
(cyhalothrin) 1984/Acceptable Parental/Offspring LOAEL: 5.0 mg/kg/day (de-
0, 0.5, 1.5, 5.0 mg/kg/day creased parental body weight and body
weight gain during premating and gestation
periods and reduced pup weight and weight
gain during lactation).
Reproductive NOAEL: 5.0 mg/kg/day (HDT)
870.4100 1- Year oral - dog (capsule: lambda- | 40027902 NOAEL: 0.1 mg/kg/day
cyhalothrin) 1986/Acceptable LOAEL: 0.5 mg/kg/day (clinical signs of

0, 0.1, 0.5, 3.5 mg/kg/day

neurotoxicity).
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TABLE 1.—TOXICITY PROFILE OF LAMBDA-CYHALOTHRIN—Continued

Guideline No. Study Type MRID No. (ygar)/classmcatlon/ Results
oses
870.4200 Carcinoge nicity - mouse (cyhalothrin) | 00150842 NOAEL: 15 mg/kg/day
1984/Acceptable LOAEL: 75 mg/kg/day (increased incidence of
0, 3, 15, 75 mg/kg/day piloerection, hunched posture; decreased
body weight gain in males). Not oncogenic
under conditions of study. HDT inadequate.
New study not required at this time.
870.4300 Chronic/Carcinogenicity - rat | 00154803 NOAEL: 2.5 mg/kg/day
(cyhalothrin) 1984/Acceptable LOAEL: 12.5 mg/kg/day (decreases in mean
0, 0.5, 2.5, 12.5 mg/kg/day body weight). Not oncogenic under condi-
tions of study.
870.6200 Acute neurotoxicity - rat (lambda- | 44861510 NOAEL: 10 mg/kg
cyhalothrin) 1999/Acceptable LOAEL: 35 mg/kg (clinical observations indic-
0, 2.5, 10, 35 mg/kg ative of neurotoxicity and changes in func-
tional observational battery (FOB) param-
eters).
870.7485 Metabolism and Pharmacokinetics 00151116, 00150852, 00150852, | In the rat, approximately 55% of the oral dose
00150852, 00153036, is absorbed. It is extensively metabolized
00153037 when absorbed. After subcutaneous adminis-
1981, 1984, 1985/Acceptable tration, the urinary/fecal excretion ratio is
when combined together 2.5:1.0. Over 50% of the dose remained in
the carcass 7 days after a subcutaneous
dose. Metabolism includes cleavage of the
ester to cyclopropylcarboxylic acid and a
phenoxybenzyl derivative. The distribution
patterns and excretion rates in the multiple
oral dose studies are similar to the single
oral dose studies. There is accumulation of
unchanged compound in the fat upon chron-
ic administration. Otherwise, cyhalothrin is
rapidly metabolized and excreted.
Cyclopropyl carboxylic acid, 3-
phenoxybenzoic acid, glucuronide con-
jugated 3-4'-hydroxyphenoxy benzoic acid
and a sulfate conjugate were identified in the
urine. Cyhalothrin is taken up slowly by the
fat and released slowly. It is rapidly released
by blood, kidneys, liver. The rate of metabo-
lism of both enantiomer pairs are likely iden-
tical (i.e. PP321 and PP563). The absorp-
tion, distribution, metabolism and excretion
patterns of PP321 and cyhalothrin following
a single dose of 1 mg/kg in the male rat ap-
pear to be identical.
870.7485 Metabolis m and Pharmacokinetics 00150843, 00150852 In the dog, absorption of the C4 benzyl label
1984/Acceptable when combined was 80% and absorption of the C4
together cyclopropyl label was 48%. The metabolite
patterns were different, indicating extensive
cleavageof the ester bond. Seven metabo-
lites in urine were identified for the benzyl
label and 12 metabolites for the isopropyl
label. In the feces, a large proportion of the
radioactivity was due to unchanged com-
pound. Excretion in urine and feces was
rapid (nearly all in 48 hrs.).
870.7600 Dermal penetration 44990402 Absorption ranged from 3.46 to 15.89%
1991/Acceptable
0.979, 0.099,0.001 and 0.0008
mg/cmz2 for 0.5, 1, 2, 4, 10 and
24 hours
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TABLE 1.—TOXICITY PROFILE OF LAMBDA-CYHALOTHRIN—Continued
Guideline No. Study Type MRID No. (yggrs)églassification/ Results
870.7600 Dermal penetration 44333801 Mild paraesthesia of varying degrees was ob-

1984/Acceptable nonguideline

Dermal studies: 1.25 mg/50 cm?2
dermal and 20 mg/800 cm?2

Dermal dose washed quan-
titatively after 8 hours.

Oral study: 5 mg

served following dermal dosing. The minimal
oral absorption was estimated to be from
50.35 to 56.71%. The minimal dermal ab-
sorption was estimated to be from 0.115 to
0.122%. The estimated dermal absorption
value of 1% was determined by rounding
these values up to the nearest whole num-
ber. No metabolites were found near the limit
of detection in plasma from the oral dose
study. Blood was not analyzed from the der-
mal study.

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RfD or chronic RfD) where

the RfD is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/
UF). Where an additional safety factor is
retained due to concerns unique to the
FQPA, this additional factor is applied
to the RfD by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RiD to
accommodate this type of FQPA Safety
Factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach

assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk is expressed as1 x 106 or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,
a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for lambda-cyhalothrin used for human
risk assessment is shown in the
following Table 2:

TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR LAMBDA-CYHALOTHRIN FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose (mg/kg/day) UF/MOE

Special FQPA Safety

Study and Toxicological Effects

Factor*
Acute Dietary general population | NOAEL = 0.5 FOQPASF =1 Chronic oral study in the dog (lambda-
including infants and children UF =100 aPAD = acute RfD/FQPA cyhalothrin)

Acute RfD = 0.005 mg/kg

SF = 0.005 mg/kg/day

LOAEL = 3.5 mg/kg/day based on clinical signs
of neurotoxicity (ataxia) observed from day 2,
3 to 7 hours post-dosing.

Chronic Dietary all populations
UF = 100

NOAEL= 0.1

Chronic RfD = 0.001 mg/kg/

FQPASF =1
cPAD = chronic RfD/FQPA
SF = 0.001 mg/kg/day

Chronic  oral
cyhalothrin)
LOAEL = 0.5 based on gait abnormalities ob-

study in the dog (lambda-

day served in 2 dogs
Incidental OralShort- and Inter- NOAEL= 0.1 1 Chronic oral study in the dog (lambda-
mediate-Term (1-30 days and | MOE= 100 cyhalothrin)

1-6 months) Residential Only

LOAEL = 0.5 based on gait abnormalities ob-
served in 2 dogs

Dermal (All Durations)

day

Dermal NOAEL= 10 mg/kg/

21-Day dermal toxicity study in the rat (lambda-
cyhalothrin)
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR LAMBDA-CYHALOTHRIN FOR USE IN HUMAN RISK

ASSESSMENT—Continued

Exposure Scenario Dose (mg/kg/day) UF/MOE SpeualFl;Ster* Safety Study and Toxicological Effects
Residential MOE = 100 1 LOAEL = 50 mg/kg/day based on clinical signs
of neurotoxicity (observed from day 2) and
decreased body weight and body weight gain
Occupational MOE = 100 1
Inhalation (All Durations) Inhalation NOAEL= 0.3 HG/L | coooveeveieeeiieeeeiiee e e eneee s 21-Day Inhalation Study in Rats (lambda-
(0.08 mg/kg/day) cyhalothrin)

LOAEL = 3.3 pg/L (0.90 mg/kg/day) based on
clinical signs of neurotoxicity, decreased body
weight gains, increased incidence of punc-
tuate foci in the cornea, slight reductions in
cholesterol in females and slight changes in
selected urinalysis parameters.

Residential MOE = 100 1
Occupational MOE = 100 1
Cancer Classification: Group D chemical (not classifiable as to human carcinogenicity).

* The reference to the FQPA Safety Factor refers to any additional safety factor retained due to concerns unique to the FQPA.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.438) for the
residues of lambda-cyhalothrin, in or on
a variety of raw agricultural
commodities. Currently established
tolerances for residues of lambda-
cyhalothrin are listed under 40 CFR
180.438 and include permanent
tolerances on plants ranging from 0.01
ppm on soybeans to 10.0 ppm on hops.
Tolerances are also established for
aspirated grain fractions, the head and
stem Brassica subgroup, corn, cotton
seed, dry bulb onions, lettuce, peanuts,
soybeans, sorghum, sunflowers,
tomatoes, and wheat; and on animal
commodities ranging from 0.01 ppm in
eggs, poultry meat, and poultry meat by-
products to 5.0 ppm in milk fat
(reflecting 0.2 ppm in whole milk). A
tolerance of 0.01 ppm has been
established for residues in foods
potentially exposed to the insecticide
during treatment of food handling
establishments. A temporary tolerance
for canola (0.1 ppm) is listed as expired
as of 12/31/00.

Lambda-cyhalothrin is used to control
a wide range of pests (including aphids,
adult Japanese beetles, grasshoppers,
and butterfly larvae) in a variety of
agricultural applications and crops. For
some crop uses, it is applied to soil
before crops emerge. Current non-
agricultural uses include ornamental
gardens, lawns, landscapes, turf, golf
courses, and general insect control (spot
treatments and crack and crevice
treatments) in around and on buildings,

structures, and immediate surroundings.

It may also be used for structural pest
management and in public health
applications to control insects such as
mosquitoes, cockroaches, ticks, and
flies, which may act as disease vectors.
Other uses include ear tags and pour-
ons for beef cattle.

Risk assessments were conducted by
EPA to assess dietary exposures from
lambda-cyhalothrin in food as follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a one
day or single exposure. The Dietary
Exposure Evaluation Model (DEEM[O)
analysis evaluated the individual food
consumption as reported by
respondents in the USDA 1989-1992
nationwide Continuing Surveys of Food
Intake by Individuals (CSFII) and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the acute
exposure assessments: A refined Tier 3
probabilistic acute dietary risk
assessment was conducted for all
currently registered and proposed
lambda-cyhalothrin food uses. The
acute dietary assessment includes
dietary exposures calculated in a
previous dietary assessment (Risk
Assessment for Extension of Tolerances
for Synthetic Pyrethroids, (62 FR 63002,
Nov. 26, 1997; FRL-5755-5) as well as
dietary exposures calculated for
proposed uses.

The following data for the
commodities with proposed new uses
and tolerances were added to the

original analysis: The entire distribution
of residue field trial data was used for
not-blended or partially-blended
commodities; average residue field trial
data were used for blended
commodities; information from cooking
and processing studies were used when
available; and market share data for
proposed and established tolerances
were used.

For this updated analysis, with the
exception of peas and beans (Crop
Group 6), commodities as part of a crop
group for which tolerances were
proposed but data on each individual
crop were not submitted, were analyzed
using tolerance levels and 100%CT. For
example, apples and pears, the
representative crops for pome fruits,
included residue field trial data and
market share data which were included
in the analysis. The remainder of the
crop group was analyzed using
tolerance level residues and 100%CT.
The exception, peas and beans (Crop
Group 6), used the submitted residue
field trial data and market share data as
appropriate for the entirety of each
subgroup. In accordance with present
EPA policy, potential residues from uses
in food handling establishments were
not included in the acute assessment.

The original 1997 analysis included
probabilistic methods for acute dietary
analyses for cattle (beef and dairy) to
select the feed items comprising the
potential cattle diets and associated
residues. The same livestock
information was used for the present
analysis since the additional uses are
not expected to increase dietary burden.
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ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
Dietary Exposure Evaluation Model
(DEEMUO) analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1989-1992 CSFII and accumulated
exposure to the chemical for each
commodity. The following assumptions
were made for the chronic exposure
assessments: This chronic dietary
assessment includes dietary exposures
calculated in a previous dietary
assessment (Risk Assessment for
Extension of Tolerances for Synthetic
Pyrethroids, (62 FR 63002, Nov. 26,
1997, FRL-5755-5) as well as dietary
exposures calculated for proposed uses.

The following data for the
commodities with proposed new uses
and tolerances were added to the
original analysis: average of the residue
field trials, information from cooking
and processing studies, and market
share data.

The original chronic dietary analysis
(1997) included dietary burdens
calculated using mean field trial
residues, adjusted for percent of crop
treated and applying appropriate
processing factors, for all animal feed
items and associated residues. For the
updated analysis, with the exception of
peas and beans (Crop Group 6),
commodities as part of a crop group for
which tolerances were proposed but
data on each individual crop were not
submitted were analyzed using
tolerance levels and 100%CT. For
example, apples and pears, the
representative crops for pome fruits,
included residue field trial data and
market share data which were included
in the analysis. The remainder of the
crop group were analyzed using
tolerance level residues and 100%CT.
The exception, peas and beans (Crop
Group 6), used the submitted residue
field trial data and market share data as
appropriate for the entirety of each
subgroup.

In addition, the food handling
establishment tolerance was included in
the chronic analysis for all foods which
did not have individual proposed or
established tolerances. Since the
tolerance was based on the LOQ, half of
the LOQ was used in the chronic dietary
analysis.

iii. Cancer. The database for
carcinogenicity is considered complete,
no additional studies are required at this
time. The requirements for
carcinogenicity studies in the rat and
the mouse with lambda-cyhalothrin
have been satisfied by a combined
chronic/carcinogenicity study in rats
and a carcinogenicity study in mice,
both conducted with cyhalothrin.

Although mice should have been tested
at a higher dose, it was determined that
there was not enough toxicological
concern to warrant a requirement for a
new carcinogenicity study in mice.
Therefore, a dietary exposure
assessment was not conducted. See Unit
[LE.5 of this preamble for further
discussion.

iv. Anticipated residue and percent
crop treated information. Section
408(b)(2)(E) authorizes EPA to use
available data and information on the
anticipated residue levels of pesticide
residues in food and the actual levels of
pesticide chemicals that have been
measured in food. If EPA relies on such
information, EPA must require that data
be provided 5 years after the tolerance
is established, modified, or left in effect,
demonstrating that the levels in food are
not above the levels anticipated.
Following the initial data submission,
EPA is authorized to require similar
data on a time frame it deems
appropriate. As required by section
408(b)(2)(E), EPA will issue a data call-
in for information relating to anticipated
residues to be submitted no later than 5
years from the date of issuance of this
tolerance.

Section 408(b)(2)(F) states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings:
Condition 1, that the data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of percent crop treated
(PCT) as required by section
408(b)(2)(F), EPA may require
registrants to submit data on PCT.

For existing uses, the Agency used
estimates of PCT for the acute and
chronic exposure assessments which
were determined using Doanes market
survey data (1998-2000). The following
PCT estimates were used for existing
registrations: alfalfa 1.8%; broccoli
13.11%; bulb onions/garlic 45.53%;
cabbage 31.33%; sweet corn 43.61%;
cotton 12.97%; lettuce (head and leaf)
20.47%; rice 10.33%; soybean 0.2%;
squash 0.24%; tomatoes 21.03%; wheat

1.13%; and food handling
establishments (13.7 %).

The Agency believes that the three
conditions listed in Unit III.C.1.iv. of
this preamble have been met. With
respect to Condition 1, PCT estimates
are derived from market survey data,
which are reliable and have a valid
basis. EPA uses an average PCT for
chronic dietary exposure estimates. An
average of the PCT reasonably
represents a person’s dietary exposure
over a lifetime, and is unlikely to
underestimate exposure to an individual
because of the fact that pesticide use
patterns (both regionally and nationally)
tend to change continuously over time,
such that an individual is unlikely to be
exposed to more than the average PCT
over a lifetime. For acute assessments,
the Agency incorporates PCT
information by creating a residue
distribution file which includes the
measured residue values from field
trials, and zero residue values added to
account for the percent of crop not
treated. This approach is used only for
nonblended or partially blended
commodities as defined under EPA
SOP99.6. For blended commodities, a
single point estimate is created from the
residue value multiplied by the upper
bound PCT. The Agency is reasonably
certain that the percentage of the food
treated is not likely to be an
underestimation.

For the new uses, the Agency used
PCT estimates for acute and chronic
exposure based on market share
projections as follows: almonds 11.72%;
apples 2.69%; avocados 2.0%; canola
seed 1.87%; cherries 17.3%; dried
shelled beans and peas 13.41%; edible
podded beans and peas 0.40%;
hazelnuts 17.91%; peanuts 4.53%;
peaches 20.73%; pears 4.84%; pecans
12.5%; peppers 6.24%; sorghum 1.43%;
succulent shelled beans and peas
0.84%; sugarcane 3.97%; and walnuts
11.82%.

The Agency believes that the three
conditions previously discussed have
been met regarding %CT estimates for
the new lambda-cyhalothrin uses. With
respect to Condition 1, EPA finds that
the %CT information described in Unit
II.C.1(iv) for lambda-cyhalothrin is
reliable and has a valid basis. To
support the use of these PCT estimates,
the Agency has compared these
estimates to existing usage data for
currently registered insecticides used on
the proposed lambda-cyhalothrin crop
sites. Based on this comparison these
estimates should not underestimate
actual usage of lambda-cyhalothrin on
the new crops/sites. The Agency also
conducted a DEEMO analysis using the
highest percent crop treated for a
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competing alternative chemical for
apples and peaches, high dietary
contributors, and determined no
significant increase in the acute RFD. To
further support the reliability of these
%CT estimates, as a condition of
registration, the registrant will be
required to agree to report annually on
the market share attained for the new
uses for which lambda-cyhalothrin is
registered. As a condition of
registration, they will also be required to
agree to mitigate dietary risk as deemed
appropriate by the Agency should the
market share data raise a concern for
increased dietary risk. The Agency will
then compare that market share
information with the percent crop
treated estimates used to evaluate
potential dietary risk. In those instances
where percent market share is
approaching or exceeding the predicted
percent crop treated estimate used in
the Agency’s risk assessment, EPA will
conduct a new dietary risk assessment
to evaluate the new dietary risk. If the
market share data raise a concern for
increased pesticide risk, the Agency will
act to mitigate that dietary risk and
could employ several approaches not
limited to production caps, geographical
limitations, removal of uses, or other
means deemed appropriate by the
Agency. As to Conditions 2 and 3,
regional consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
lambda-cyhalothrin may be applied in a
particular area.

2. Dietary exposure from drinking
water. Environmental fate studies
suggest that lambda-cyhalothrin is
moderately persistent in the
environment, with laboratory half-lives
ranging from 13-73 days and the field
half-lives ranging from 12 to 63 days.
This chemical has a strong tendency to
bind to soil and sediments (Kd=1,970—
7,610). The low mobility (due to high
Kd) indicates that ground water
contamination with the insecticide is

highly unlikely. However, under runoff
conditions, lambda-cyhalothrin is likely
to reach surface water resources bound
to soil particles. Once in the water
system, lambda-cyhalothrin tends to
partition to sediments.

The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for lambda-
cyhalothrin in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of lambda-
cyhalothrin.

The Agency uses the First Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone/Exposure Analysis
Modeling System (PRZM/EXAMS), to
produce estimates of pesticide
concentrations in an index reservoir.
The SCI-GROW model is used to predict
pesticide concentrations in shallow
groundwater. For a screening-level
assessment for surface water EPA will
use FIRST (a tier 1 model) before using
PRZM/EXAMS (a tier 2 model). The
FIRST model is a subset of the PRZM/
EXAMS model that uses a specific high-
end runoff scenario for pesticides.
While both FIRST and PRZM/EXAMS
incorporate an index reservoir
environment, the PRZM/EXAMS model
includes a percent crop area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
coarse screen for sorting out pesticides
for which it is highly unlikely that
drinking water concentrations would
ever exceed human health levels of
concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %R{D or %PAD.
Instead, drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOGC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from

residential uses. Since DWLOCs address
total aggregate exposure to lambda-
cyhalothrin they are further discussed
in the aggregate risk sections.

Based on the FIRST and SCI-GROW
models the EECs of lambda-cyhalothrin
for acute exposures are estimated to be
0.62 parts per billion (ppb) for surface
water and 0.012 ppb for ground water.
The EECs for chronic exposures are
estimated to be 0.098 ppb for surface
water and 0.012 ppb for ground water.
The EECs for lambda-cyhalothrin are
based on an application of the
insecticide to sweet corn at a maximum
of 16 applications per year at a rate of
0.48 Ib active ingredient per acre per
application.

3. Non-dietary exposure. The term
“residential exposure” is used in this
document to refer to non-occupational,
non-dietary exposure (e.g., for lawn and
garden pest control, indoor pest control,
termiticides, and flea and tick control
on pets).

Lambda-cyhalothrin is currently
registered for use on the following
residential non-dietary sites: ornamental
gardens, lawns, landscapes, turf, golf
courses, and general insect control (spot
treatments and crack and crevice
treatments) in, around, and on
buildings, structures, and immediate
surroundings. The risk assessment was
conducted using the following
residential exposure assumptions: A
review of current labels indicates that
all products, except for one aerosol can
product, are limited to use only by
certified applicators. As such, this
assessment addresses the single
residential handler scenario and
postapplication scenarios associated
with any use in a residential
environment. It should be noted that the
residential exposure/risk assessment is
based on both proposed and existing
uses for lambda-cyhalothrin because all
potential residential exposures must be
considered in the calculation of
aggregate risks.

A non-occupational (residential)
exposure assessment for lambda-
cyhalothrin was completed in 1997 in
conjunction with the Risk Assessment
for Extension of Tolerances for
Synthetic Pyrethroids (62 FR 63002,
Nov. 26, 1997, FRL-5755-5). In the
1997 pyrethroid assessment, due to the
wide variety of residential uses, it was
agreed that flea control (simultaneous
use on pets, lawns and indoor surfaces)
would serve as a screening level
scenario for all residential uses because
it was anticipated to represent the
highest potential for residential
exposure. However, at that time,
lambda-cyhalothrin uses did not
include indoor surfaces or pets, so only
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exposure estimates pertaining to the
lawn uses were used as appropriate in
the 1997 assessment for lambda-
cyhalothrin.

The 1997 lambda-cyhalothrin
assessment served as the basis for the
current risk calculations. The only
modifications have been adjusting the
values from the 1997 assessment for
appropriate absorption factors. This
represents a definitive screening level
approach because since that time the
Agency has engaged in a series of
revisions to its Standard Operating
Procedures (SOPs) for Residential
Exposure Assessments (i.e., latest on
February 22, 2001). Incorporating the
revisions to the SOPs would only refine
the exposure estimates (i.e., in all cases
MOEs would be higher).

For the residential assessment,
existing uses on turf, in gardens, on golf
courses, and for structural pest control
were considered, but a quantitative
calculation was only completed for
postapplication exposure on treated turf
because this scenario is expected to
have the highest associated exposures
(i.e., this scenario was used as a
screening level tool for all residential
exposures).

The Agency used a screening level
approach to address the risks associated
with the use of the aerosol can product
of lambda-cyhalothrin that can be
purchased and used by homeowners. In
this case, a screening level quantitative
calculation was only completed for
postapplication exposure on treated turf
because this scenario is expected to
have the highest associated exposures of
all residential exposures. In other
words, this is a lower tier approach and
EPA believes that the selected
postapplication assessment on lawns for
children is protective for all residential
exposures (even the aerosol can handler
scenario) because the dose levels for
children playing on treated lawns are
thought to exceed those expected for all
other scenarios (i.e., lawn exposures for
children represents the worst case
scenario). This approach is based on the
following considerations:

e For children on lawns, there was no
dissipation of residues from the treated
lawn since it was assumed that
exposure was determined immediately
after application of the lawn product.

¢ For children on lawns, dermal
exposure was high because it was based
on a jazzercise scenario which involves
a high duration of exposure on the lawn
and an intensity of activity that results
in a high degree of contact with the
treated lawn.

» Low application rate is expected for
residential handler.

* Postapplication oral exposure to
children on lawns was also calculated
which resulted in acceptable MOEs
(aggregate MOE = 500), this approach is
thought to provide conservative
estimates of exposure and it is not a
route of consideration for adult
handlers.

All residential (non-occupational)
MOEs calculated using this screening
level approach were well above the
Agency target MOE of 100.

The Agency uses the term
postapplication to describe exposures to
individuals that occur as a result of
being in an environment that has been
previously treated with a pesticide.
Lambda-cyhalothrin can be used in
many areas that can be frequented by
the general population including
residential areas such as lawns. As a
result, individuals can be exposed by
entering these areas if they have been
previously treated.

The postapplication assessment for
treatment on lawns is based on a
screening level approach in which
children’s and adult’s exposure from
treated turf were selected to represent
the highest anticipated exposure
scenarios. In this case, the Agency
believes that exposures associated with
contact to treated turf represent the high
exposure scenario. Adults and children
of varying ages can potentially be
exposed by dermal and inhalation
routes of exposure when they contact
previously treated turf. Children may
also be exposed by incidental non-
dietary ingestion of turf. Each of these
elements was considered in the
calculation of postapplication exposure
for lambda-cyhalothrin on turf. The
residential MOEs were aggregated
together because, regardless of the
exposure route (dermal, inhalation or
oral), lambda-cyhalothrin has similar
adverse effects (i.e. neurotoxicity).

All residential (non-occupational)
MOE:s calculated using this screening
level approach were well above the
Agency target MOE of 100 for the
inhalation, dermal, and oral routes and
therefore do not exceed EPA’s level of
concern (range 700 to 14,700).
Additionally, when total MOEs were
calculated (i.e., each routes added
together), MOEs still were not of
concern (MOEs for children = 500 and
for adults = 3,000).

A quantitative postapplication risk
assessment for termiticide use was not
performed for this use. Since the
IMPASSE TM Barrier is placed under
the foundation (poured concrete) of
houses the potential for dermal
exposure is negligible. The potential for
postapplication inhalation exposure is
also expected to be extremely minimal.

Furthermore, the vapor pressure for
lambda-cyhalothrin is very low (1.5 x
109 mmHg) and therefore EPA does not
anticipate any significant air
concentrations accumulating of lambda-
cyhalothrin.

4. Cumulative exposure to substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information” concerning the cumulative
effects of a particular pesticide’s
residues and “other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
lambda-cyhalothrin has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, lambda-
cyhalothrin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that lambda-cyhalothrin has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Safety Factor for Infants and
Children

1. In general. FFDCA section 408
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
that a different margin of safety will be
safe for infants and children. Margins of
safety are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
Through the use of bridging data, the
toxicology database for lambda-
cyhalothrin has been completed using
developmental, reproduction, chronic
(rodent) and oncogenicity studies
conducted with cyhalothrin. With the
exception of the developmental
neurotoxicity study, the toxicology
database for lambda-cyhalothrin, when
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bridged with cyhalothrin, is complete
and there are no data gaps. The
scientific quality is relatively high and
the toxicity profile of lambda-
cyhalothrin can be characterized for all
effects, including potential
developmental, reproductive and
neurotoxic effects. The data provided no
indication of increased susceptibility of
rats or rabbits to in utero and/or
postnatal exposure to cyhalothrin. The
requirement for developmental studies
conducted with lambda-cyhalothrin
have been satisfied with developmental
studies conducted with cyhalothrin.
The data demonstrate no indication of
increased quantitative or qualitative
sensitivity of rats or rabbits to in utero
exposure to cyhalothrin. No
developmental toxicity was observed in
either of the developmental toxicity
studies in rats and rabbits. Maternal
toxicity was observed in the form of
clinical signs of neurotoxicity and
reduced body weight gain and food
consumption in the rat study and
reduced body weight gain and food
consumption in the rabbit study. In the
3-generation reproduction study in rats,
the parental/offspring NOAELSs are the
same based on decreased parental and
pup body weight and body weight gain.

3. Conclusion. The cyhalothrins
induce clinical signs of neurotoxicity in
at least three species (rats, mice and
dogs), and a developmental
neurotoxicity (DNT) study has been
required. A subchronic neurotoxicity
study has recently been submitted but
has not yet been reviewed; a
preliminary review found that the
NOAELs are higher than endpoints
selected by EPA and this study is not
expected to change conclusions of this
risk assessment.

EPA has required that a DNT be
conducted for lambda-cyhalothrin based
upon structure activity relationship
(SAR), mode of action, and toxicity
information that identifies cyhalothrin
and lambda-cyhalothrin as neurotoxic
pesticides. Developmental neurotoxicity
testing with cyhalothrin is required, to
further characterize the potential hazard
to the developing animal, in accordance
with standard OPP guidance. This
determination was based upon a weight-
of-evidence evaluation of the database,
conducted in accordance with
principles first developed at a 1989
Agency workshop on quantitative and
qualitative comparability of human and
animal developmental neurotoxicity
(Levine, T.E and R.E. Butcher (1990)
Triggers for developmental
neurotoxicity testing. Neurotoxicology
and Teratology 12:281-284.), and which
have been subsequently reviewed by the
FIFRA Scientific Advisory Panel in

connection with DNT guideline
development (1989), the retrospective
analysis of DNT studies submitted to
OPPTS (December, 1998), and FQPA
10X guidance (May, 1999).

Although a DNT has been required,
EPA evaluated whether the existing
reliable toxicity data for lambda-
cyhalothrin provided EPA with the
confidence to make a safety finding for
infants and children using a different
safety factor than the default additional
safety factor of 10X. For the reasons set
forth, EPA has concluded that existing,
reliable toxicity data provide reasonable
certainty that a risk assessment
conducted using no additional factor
(1X) will protect the safety of infants
and children. First, it is noted that there
was no indication, in the developmental
or reproductive toxicity studies or in
any published literature studies, of
increased sensitivity in the offspring of
rats or rabbits to in utero and/or
postnatal exposure to cyhalothrin. Since
there is no evidence that immature
animals respond more severely than
adults to cyhalothrin exposure in these
studies, there is less concern regarding
the potential for increased sensitivity in
a developmental neurotoxicity study.

Second, an extensive evaluation of the
data base for the cyhalothrins revealed
that no damage to the neurological
system (i.e., microscopic lesions,
commonly referred to as
‘“neuropathology”) was observed in the
brain of rats or dogs following
subchronic or chronic exposure and
with formalin fixation of tissues. Even
more importantly, in the acute
neurotoxicity study with lambda-
cyhalothrin, both central and peripheral
nervous system tissues were examined
following in situ perfusion fixation of
tissues (which reduces microscopic
artifacts that can result during
processing). As per guideline
recommendations, this included more
extensive sampling and microscopic
evaluation of these tissues than is
required in standard subchronic or
chronic studies. Even with this
expanded examination, no treatment-
related lesions were observed in the
central and peripheral nervous system.
(The subchronic neurotoxicity study
with lambda-cyhalothrin is currently
under review by EPA and was not
available at the time of the prior EPA
review; however, preliminary
evaluation of the neuropathology data
by EPA scientists did not reveal the
presence of treatment-related lesions.)
These findings demonstrate that
lambda-cyhalothrin does not alter
nervous system structure in adult rats,
even at the microscopic level.
Additionally, there was no evidence

from the prenatal developmental
toxicity studies (in rats and rabbits) and
the two-generation reproduction study
in rats, of malformations or variations of
the central nervous system in offspring
following in utero and/or postnatal
exposures. Further, the generally
accepted mechanism of action for
pyrethroids, sodium channel disruption,
has not been traditionally associated
with developmental neuropathology.
Together with the apparent lack of
structural alterations in the nervous
system of either adult or developing
animals, this line of evidence leads to
reduced concern regarding the potential
that such effects would be observed in
guideline developmental neurotoxicity
testing.

Another critical factor in the database
that supports EPA’s determination that
a safety finding can be made without
use of an additional safety factor are the
data bearing on the level at which
neurotoxic effects and non-neurotoxic
effects are observed in the rat (the
animal used in performing DNTs) and
the data pertaining to the level at which
neurotoxic effects occur in dogs. While
the precise outcome of a DNT study
with lambda-cyhalothrin cannot be
known prior to completion of the study,
the existing toxicity data provide
important information on whether any
information is likely to emerge from the
lambda-cyhalothrin DNT that would
change the dose level used in estimating
safe exposure levels to lambda-
cyhalothrin in the lambda-cyhalothrin
risk assessment. Based upon common
principles of dose-setting, which utilize
data from less complicated studies to
inform the design of more complicated
studies, it is highly probable that dietary
dose levels for the DNT study will be
based upon toxicity observed in the
reproduction study in rats, considered
in context of the complete toxicology
database. In the reproduction study,
parental and offspring effects consisted
solely of body weight and body weight
gain reductions at a dietary level of 100
ppm (approximately 5.0 mg/kg/day),
and a NOAEL was established at 30
ppm (approximately 1.5 mg/kg/day)
which was the mid-dose level on that
study. Neurotoxicity effects have only
been seen in the rat at significantly
higher doses (acute oral neurotoxicity
study having a NOAEL of 10 mg/kg/day
and a LOAEL of 35 mg/kg/day). In the
dog, neurotoxic effects have been found
at lower levels (NOAEL of 0.5 mg/kg/
day) than the non-neurotoxic effects
seen in the rat reproductive study. What
this indicates is that the DNT will likely
be conducted at dose levels significantly
lower than at which any neurotoxic
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effects have previously been seen in the
rat but still significantly greater than the
levels used for assessing acute and
chronic risk. Thus, the results from the
DNT, even if they show sensitivity in
the rat young (which would not be
expected), are unlikely to change the
levels used for assessing chronic and
acute risk.

No quantitative or qualitative
evidence of increased susceptibility of
rat or rabbit fetuses to in utero exposure
in the developmental studies was
observed. No developmental toxicity
was observed in either of these studies.
No quantitative or qualitative evidence
of increased susceptibility was observed
in the 3-generation reproduction study
in rats. Offspring toxicity (decreased
pup weight and pup weight gain) was
observed in the reproduction study at
the same dose level as parental toxicity
(decreased body weight and body
weight gain). These effects are not
considered to be more severe than the
effects in the parents. There are no
residual uncertainties for pre- and/or
post-natal toxicity in any of the
available studies with Cyhalothrin.

This information supports the dose
analysis conducted by EPA as well as
the removal of the special Food Quality
Protection Act (FQPA) Safety Factor
required for the protection of infants
and children. Therefore, the FQPA
Safety Factor (as discussed in the
February 2002 OPP 10X guidance
document) was reduced to 1X.

E. Aggregate Risks and Determination of assessment used: acute, short-term,

Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water [e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)]. This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the USEPA are used to
calculate DWLOCs: 2L/70 kg (adult
male), 2L/60 kg (adult female), and 1L/
10 kg (child). Default body weights and
drinking water consumption values vary
on an individual basis. This variation
will be taken into account in more
refined screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk

intermediate-term, chronic, and cancer.

When EECs for surface water and
groundwater are less than the calculated
DWLOCs, EPA concludes with
reasonable certainty that exposures to
the pesticide in drinking water (when
considered along with other sources of
exposure for which EPA has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because EPA considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, EPA will reassess the potential
impacts of residues of the pesticide in
drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food to lambda-
cyhalothrin will occupy 41% of the
aPAD for the U.S. population, 24% of
the aPAD for females 13 years and older,
71% of the aPAD for all infants (< year
old) and 82% of the aPAD for children
1-6 years old. In addition, there is
potential for acute dietary exposure to
lambda-cyhalothrin in drinking water.
After calculating DWLOCs and
comparing them to the EECs for surface
and ground water, EPA does not expect
the aggregate exposure to exceed 100%
of the aPAD, as shown in the following
Table 3:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR ACUTE EXPOSURE TO LAMBDA-CYHALOTHRIN

aPAD (mg/ Surface Ground Acute
Population Subgroup kg) 9 % aPAD Water EEC | Water EEC DWLOC
(ppb) (ppb) (ppb)
Infant (<1 year old) 0.005 71 0.62 0.012 14
Child (1-6 years old) 0.005 82 0.62 0.012 9
Adult 0.005 41 0.62 0.012 168

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to lambda-cyhalothrin
from food will utilize 8% of the cPAD
for the U.S. population, 12% of the
cPAD for all infants (<1 year old) and

22% of the cPAD for children 1-6 years
old. Based on current use patterns,
chronic residential exposure to residues
of lambda-cyhalothrin is not expected.
In addition, there is potential for
chronic dietary exposure to lambda-
cyhalothrin in drinking water. After

calculating DWLOCs and comparing
them to the EECs for surface and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in the following
Table 4:

TABLE 4.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO LAMBDA-CYHALOTHRIN

Fé%%lg?gﬁg cPAD mg/kg/day % cPAD (Food) Surface Water EEC (ppb) GrEollEJgd(g)/\ég;er Chron(igpl%\)NLOC
Infant (<1
year old) 0.001 12 0.098 0.012 9
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TABLE 4.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO LAMBDA-CYHALOTHRIN—

Continued
g%%lg?gi&’; cPAD mg/kg/day | % cPAD (Food) Surface Water EEC (ppb) Gg)élgd(r\)/ggger Chron(igpl%\)NLOC
Child (1-6
years old) 0.001 22 0.098 0.012 8
U.S. popu-
lation 0.001 8 0.098 0.012 32

3. Short- and Intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account residential
exposure plus chronic exposure to food
and water (considered to be a
background exposure level). Lambda-
cyhalothrin is currently registered for
use that could result in short- and
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic food

and water and short- and intermediate-
term exposures for lambda-cyhalothrin.
Using the exposure assumptions
described in this unit for short- and
intermediate-term exposures, EPA has
concluded that food and residential
exposures aggregated result in aggregate
MOEs listed in Table 5 below. These
aggregate MOEs do not exceed the
Agency’s level of concern for aggregate
exposure to food and residential uses. In

addition, short- and intermeidate-term
DWLOCs were calculated and compared
to the EECs for chronic exposure of
lambda-cyhalothrin in ground and
surface water. After calculating
DWLOGs and comparing them to the
EEGs for surface and ground water, EPA
does not expect short- and itermediate-
term aggregate exposure to exceed the
Agency’s level of concern, as shown in
the following Table 5:

TABLE 5.—AGGREGATE RISK ASSESSMENT FOR SHORT-TERM AND INTERMEDIATE TERM EXPOSURE TO LAMBDA-

CYHALOTHRIN

l\’:‘g%r?ggged Al?g\ig?g%e Surface Ground Short-Term
Population Subgroup + Residen- Concern Water EEC | Water EEC DWLOC
tial) (LOC) (ppb) (ppb) (ppb)
Infant 315 149 0.098 0.012 7
Child 239 172 0.098 0.012 6
General Population 867 113 0.098 0.012 31

5. Aggregate cancer risk for U.S.
population. The database for
carcinogenicity is considered complete,
no additional studies are required at this
time. The requirements for
carcinogenicity studies in the rat and
the mouse with lambda-cyhalothrin
have been satisfied by a combined
chronic/carcinogenicity study in rats
and a carcinogenicity study in mice,
both conducted with cyhalothrin.
Although mice should have been tested
at a higher dose, it was determined that
there was not enough toxicological
concern to warrant a requirement for a
new carcinogenicity study in mice.
Lambda-cyhalothrin is classified as a
Group D chemical (not classifiable as to
human carcinogenicity).

Under the conditions of the studies,
lambda-cyhalothrin is not considered to
be carcinogenic in either rats or mice.
However, there has been a question
concerning a slight but not statistically
significant increase in mammary tumors
in the mouse study. In that study, the
dose levels were not sufficiently high to
totally rule these out. Nevertheless, it is
determined that there is not a sufficient
toxicological concern to ask for a new

study for the following reasons: an
examination of the evidence of
carcinogenicity with other pyrethroids
showed no increases in mammary
tumors with any other pyrethroid. In
addition, from a mode of action
standpoint, the primary effect of the
pyrethroids is on the neuromuscular
system. Pyrethroids generally stimulate
nerve cells to produce repetitive
discharges which are caused by their
action on the sodium channel.
Mammary gland carcinogenesis in the
rodent can be caused by either
mutagenesis or by a hormonal
imbalance leading to elevated or
prolonged exposure to estrogen. There is
no evidence that the pyrethroid mode of
action leads to a hormonal imbalance
and lambda-cyhalothrin has not been
shown to be a DNA reactive mutagen.
For these reasons, it is unlikely that a
repeat mouse study on lambda-
cyhalothrin would provide any
additional evidence. Therefore, a risk
assessment for potential carcinogenicity
to humans is not required.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that

no harm will result to the general
population, and to infants and children
from aggregate exposure to lambda-
cyhalothrin residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methods are
available for determination of lambda-
cyhalothrin residues in plant and
animal commodities. ICI Method 81
(PRAM 81) is used to determine the
residues of lambda-cyhalothrin and its
epimer in plant matrices and ICI
Method 86 is used to determine residues
of lambda-cyhalothrin and its epimer in
animal matrices. Both methods have
been validated by EPA as adequate
enforcement methods for determination
of parent lambda-cyhalothrin and its
epimer in the respective matrices. ICI
Method 96 is used to determine lambda-
cyhalothrin metabolites in meat, milk,
poultry and eggs. The LOQ for all three
methods is 0.01 ppm.

B. International Residue Limits

There are currently no Mexican,
Canadian or Codex maximum residue
limits (MRLs) for lambda-cyhalothrin.
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There are MRLs for cyhalothrin from
which lambda-cyhalothrin is derived as
an enriched isomer.

C. Magnitude of Residue

Residue field trial data are adequate to
support the established and proposed
lambda-cyhalothrin tolerances. The
Monte Carlo methods for acute dietary
analyses for cattle (beef and dairy) to
select the feed items comprising the
potential cattle diets and associated
residues have been previously reviewed
and found acceptable. The nature of the
residues of lambda-cyhalothrin in plants
and animals is understood. Quantifiable
residues are expected on most treated
commodities.

V. Conclusion

Therefore, the tolerance is established
for residues of lambda-cyhalothrin, in or
on almond, hulls at 1.5 ppm; apple
pomace, wet at 2.50 ppm; avocados
(imported) at 0.20 ppm; canola, seed at
0.15 ppmy; fruit, pome, group at 0.3 ppm;
fruit, stone, group at 0.50 ppm; nut, tree,
group at 0.05 ppm; peanut, hay at 3.0
ppm; peas and beans - dried shelled,
(except soybean), subgroup at 0.1 ppm
; peas and beans - succulent shelled,
subgroup at 0.01 ppm; sorghum, grain,
forage at 0.3 ppm; sorghum, grain,
stover at 0.5 ppm; sugarcane at 0.05
ppm; vegetables, fruiting, group (except
cucurbits) at 0.2 ppm; and vegetables,
legumes, edible podded subgroup at 0.2

ppm.
VI. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d), as was provided in the
old FFDCA sections 408 and 409.
However, the period for filing objections
is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in

accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2002-0204 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before November 26, 2002.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460. You may also deliver your
written request to the Office of the
Hearing Clerk in Rm. 104, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA. The Office of the Hearing
Clerk is open from 8 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Office of the Hearing Clerk is (703) 603—
0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office

of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.2. Mail your
copies, identified by docket ID number
OPP-2002-0204 to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. In person or by
courier, bring a copy to the location of
the PIRIB described in Unit I.B.2. You
may also send an electronic copy of
your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
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October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various

levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these same reasons, the Agency has
determined that this rule does not have
any ‘“tribal implications” as described
in Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a ““‘major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides

and pests, Reporting and recordkeeping
requirements.

Dated: September 20, 2002.
Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and
371.

2. Section 180.438 is amended by
adding new commodities to the table in
paragraph (a)(1) to read as follows, and
by removing the entry for “‘sugarcane”
from the table in paragraph (b).

§180.438 Lambda-Cyhalothrin; tolerances
for residues.

(a) * * *
(1) * * *
Commodity Parts per
million
* * * * *
Almond, hulls ..........c.ccoeenien. 15
Apple pomace, wet ................... 2.50
* * * * *
Avocados (imported) ................ 0.20
* * * * *
Canola ......ccocceeviiiiiiees 1.0
Canola, Ol .......coeevvveeeeeieeinnen. 2.0
* * * * *

Fruit, pome, group ........ccccceveee 0.30
Fruit, stone, group ........ccccceeeee 0.50
* * * * *

Nut, tree, group ........cccccvvveeeennn. 0.05
* * * * *

Pea and bean, dried
shelled,(except soybean),
SUDGIOUP .oooeiieieiiieee e 0.10
Pea and bean, succulent
shelled, subgroup .................. 0.01
Peanut, hay .......c.cccoiniiinienns 3.0
* * * * *
Sorghum, grain, forage 0.30
Sorghum, grain, stover 0.50
* * * * *
SUQarcane .......ccccccvveviiiieeeeeenn. 0.05
* * * * *
Vegetables, fruiting, group (ex-
cept cucurbits) .......cceveeveeennnn. 0.20
Vegetables, legume, edible
podded, subgroup ................. 0.20
* * * * *

* * * * *

[FR Doc. 02—24486 Filed 9-26—-02; 8:45 a.m.]
BILLING CODE 6560-50-S
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2002-0221; FRL-7199-2]

Dimethomorph; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of dimethomorph
in or on hop, dried cones at 60 parts per
million (ppm); lettuce, leaf and lettuce,
head at 10 ppm; vegetable, cucurbit,
group at 0.5 ppm; and vegetable, bulb,
group at 2.0 ppm. The Interregional
Research Project Number 4 (IR-4)
requested these tolerances under the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996.

DATES: This regulation is effective
September 27, 2002. Objections and
requests for hearings, identified by
docket ID number OPP-2002-0221,
must be received on or before November
26, 2002.

ADDRESSES: Written objections and
hearing requests may be submitted by
mail, in person, or by courier. Please
follow the detailed instructions for each
method as provided in Unit VI. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, your objections
and hearing requests must identify
docket ID number OPP-2002-0221 in
the subject line on the first page of your
response.

FOR FURTHER INFORMATION CONTACT: By
mail: Hoyt Jamerson, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave.,
NW.,Washington, DC 20460; telephone
number: (703) 308—9368; e-mail address:
jamerson.hoyt@epa.gov.
SUPPLEMENTARY INFORMATION:

1. General Information

A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Cat- Examples of Poten-
: NAICS tially Affected Enti-
egories ties
Industry 111 | Crop production
112 | Animal production
311 | Food manufacturing
32532 | Pesticide manufac-
turing

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, and
certain other related documents that
might be available electronically, from
the EPA Internet home page at http://
www.epa.gov/. To access this document,
on the home page select “Laws and
Regulations”, “Regulations and
Proposed Rules,” and then look up the
entry for this document under the
“Federal Register—Environmental
Documents.” You can also go directly to
the Federal Register listings at http://
www.epa.gov/fedrgstr/. A frequently
updated electronic version of 40 CFR
part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_00/Title_40/40cfr180_00.html, a
beta site currently under development.
To access the OPPTS Harmonized
Guidelines referenced in this document,
go directly to the guidelines at http://
www.epa.gov/opptsfrs/home/
guidelin.htm.

2. In person. The Agency has
established an official record for this
action under docket ID number OPP—
2002-0221. The official record consists
of the documents specifically referenced
in this action, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal

holidays. The PIRIB telephone number
is (703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of August 21,
2002 (67 FR 54192) (FRL-7191-1), EPA
issued a notice pursuant to section 408
of the Federal Food, Drug, and Cosmetic
Act (FFDCA), 21 U.S.C. 346a, as
amended by the Food Quality Protection
Act 0of 1996 (FQPA) (Public Law 104—
170), announcing the filing of pesticide
petitions (PP 0E6178, 2E6386, 2E6410,
2E6432) by IR-4, 681 U.S. Highway 1
South, North Brunswick, NJ 08902—
3390. This notice included a summary
of the petitions prepared by BASF
Corporation, Research Triangle Park,
NC., the registrant. There were no
comments received in response to the
notice of filing.

The petitions requested that 40 CFR
180.493 be amended by establishing
tolerances for residues of the fungicide
dimethomorph, [[(E,Z)4-[3-(4-
chlorophenyl)-3-(3,4-dimethoxyphenyl)-
1-oxo0-2-propenyllmorpholine]], in or on
the following food commodities:

1. PP 0E6178 proposed a tolerance for
hop, dried cones at 60 ppm. This
tolerance replaces the existing tolerance
for hops, cones, dried at 60 ppm. There
were no U.S. registrations for use of
dimethomorph on hops when the
existing tolerance was established. IR-4
provided magnitude of residue studies
and has requested a new tolerance for
hop, dried cones at 60 ppm in support
of U.S. registration for hops.

2. PP 2E6386 proposed a tolerance for
lettuce, leaf and lettuce, head at 10 ppm.

3. PP 2E6410 proposed a tolerance for
vegetable, cucurbit, group at 0.5 ppm.

4. PP 2E6432 proposed a tolerance for
vegetable, bulb, group at 2.0 ppm.

Section 408(b)(2)(A)(i) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) defines “safe” to
mean that ““there is a reasonable
certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
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exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—

scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of and to make a determination
on aggregate exposure, consistent with
section 408(b)(2), for tolerances for
residues of dimethomorph on hop, dried
cones at 60 ppm; lettuce, leaf and
lettuce, head at 10 ppm; vegetable,
cucurbit, group at 0.5 ppm; and
vegetable, bulb, group at 2.0 ppm. EPA’s

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the

7).

III. Aggregate Risk Assessment and
Determination of Safety

assessment of exposures and risks
associated with establishing the
tolerances follows.

Consistent with section 408(b)(2)(D),
EPA has reviewed the available

toxic effects caused by dimethomorph
are discussed in the following Table 1
as well as the no observed adverse effect
level (NOAEL) and the lowest observed
adverse effect level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Results

870.3100

90-Day oral toxicity ro-
dents

NOAEL = 73 milligrams/kilogram/day (mg/kg/day) for males, and 82 mg/kg/day for
females. A LOAEL was not established, because the highest dose tested pro-
duced no biologically significant effect.

870.3150

90-Day oral toxicity in
nonrodents

NOAEL = 15 mg/kg/day

LOAEL = 43 mg/kg/day based on a decrease in the absolute and relative weights of
the prostate and possible threshold liver effects (increased alkaline phosphatase
activity at weeks 6 and 13).

870.3700

Prenatal developmental in
rodents

Maternal NOAEL = 60 mg/kg/dayLOAEL = 160 mg/kg/day based on based on de-
creased mean body weight on gestation days 10-15; decreased body weight gain
on gestation days 10-15, decreased food consumption days 6-15 .Developmental
NOAEL = 60 mg/kg/dayLOAEL = 160 mg/kg/day based on increased resorptions.

870.3700

Prenatal developmental in
nonrodents

Maternal NOAEL = 300 mg/kg/day

LOAEL = 650 mg/kg/day based on decreased body weights and body weight gain.

Developmental NOAEL = 650 mg/kg/day. No developmental toxicity was observed in
this study.

870.3800

Reproduction and fertility
effects

Parental/Systemic NOAEL = 20.8 mg/kg/day in males and 24 mg/kg/day in females.

LOAEL = 69 mg/kg/day for males and 79.3 mg/kg/day for females based on de-
creased body weights and body weight gain.

Reproductive NOAEL = 69 mg/kg/day for males and 79.3 mg/kg/day for females
(highest dose tested).

Offspring NOAEL = 20.8 mg/kg/day for males and 24 mg/kg/day for females.

LOAEL = 69 mg/kg/day for males and 79.3 mg/kg/day for females based on delayed
incisor eruption at day 10 postpartum.

870.4100

Chronic toxicity rodents

NOAEL = 11.9 mg/kg/day for females and 36.2 mg/kg/day for males.LOAEL = 57.7
mg/kg/day for female rats based on decreased body weight and a significant in-
crease in the incidence of ground glass foci in the liver, and 99.9 mg/kg/day for
male rats based on decreased body weight and increased incidence of arteritis.

870.4100

Chronic toxicity dogs

NOAEL = 14.7 mg/kg/day for males and 15.7 mg/kg/day for females. LOAEL = 44
mg/kg/day for males and 47 mg/kg/day for females based on based on decreased
prostate weight in males.

870.4200

Carcinogenicity rats

NOAEL = 33.9 mg/kg/day for males and 11.4 mg/kg/day for females.

LOAEL = 94.6 mg/kg/day for males and 46.3 mg/kg/day for females based on de-
creased body weight gain.The test material had no significant effect on the devel-
opment of neoplasms in male or female rats at the doses tested. Dimethomorph
was tested at adequate doses based on significant decreases in body weight
(17% and 13%) and body weight gains (27% and 14%) in females and males, re-
spectively, in the high dose groups.

870.4300

Carcinogenicity mice

There were no treatment-related increases in the incidence of any neoplastic le-
sions. The chemical was adequately tested based on decreased body weight gain
at 1,000 mg/kg/day. The NOAEL for systemic toxicity is 100 mg/kg/day.




Federal Register/Vol. 67, No. 188/Friday, September 27, 2002/Rules and Regulations

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxicITyY—Continued

Results

Dimethomorph did not cause gene mutations in Salmonella or E. coli bacterial

strains, as well as in mammalian gene mutation studies. It was negative for struc-
tural chromosomal aberrations in the mouse micronucleus assay at up to 5,000
mg/kg after oral treatment, and up to 200 mg/kg when administered
intraperitoneally. However, dimethomorph gave positive responses when tested in
Chinese hamster lung at high doses. Dimethomorph was weakly positive when
tested in human lymphocytes when treated up to the highly toxic dose of 422
micrograms/milliliter, but was negative in the absence of activation at all doses.
Dimethomorph was negative in the cell transformation assay in Syrian hamster
embryo cells with and without activation at up to cytotoxic levels.

Oral administration of dimethomorph results in rapid excretion into the urine and

feces of rats. For all treatment protocols, most (80-90%) of the radiolabel adminis-
tered was excreted in the feces. A considerably smaller amount (6—16%) was ex-
creted in the urine and only minimal levels (0.1-0.4%) were detected in the or-
gans and tissues. Rapid absorption may be inferred by the rapid excretion of me-
tabolites in the urine and bile. Retention of dimethomorph or 14 C-dimethomorph-
derived radioactivity was generally <1% for most tissues although the liver exhib-
ited slightly higher levels (1.4%). Urinary metabolites resulted from demethylation
of the dimethoxyphenyl ring and oxidation of the morpholine ring. Biliary excretion
exhibited first-order kinetics with a low-dose (10 mg/kg) half-life of approximately 3
hours and a high-dose (500 mg/kg) half-life of 11 hours for males and about 6
hours for females. Biliary metabolites accounted for most of the fecal excretion fol-
lowing low-dose treatment. The major biliary metabolites were glucuronides of one
and possibly two of the compounds produced by demethylation of the
dimethoxyphenyl ring.

60918
Guideline No. Study Type
Gene Mutation/Cyto-
genetics/Other Effects
870.7485 Metabolism and phar-
macokinetics
870.7600 Dermal penetration

In a dermal penetration study, radio-labeled 14 C-dimethomorph in water was admin-

istered dermally to 4 male SD rats/group for 8 hours at doses of 7.73 (2.5% wi/v
aqueous suspension) or 79.62 mg/kg (25% w/v aqueous suspension). Dermal ab-
sorption was 0.05%, 0.07% and 0.27% of the administered dose from rats 4, 8,
and 24 hours after dermal treatment at 7.73 mg/kg, and 0.02%, 0.16% and 0.12%
of the dose at 79.62 mg/kg. Six days after treatment the percent total absorption
of the dose in the 7.73 and 79.62 mg/kg was 4.76 and 1.20 percent respectively.

B. Toxicological Endpoints

The dose at which no adverse effects

dose (acute RfD or chronic RfD) where
the RID is equal to the NOAEL divided
by the appropriate UF (RfD = NOAEL/

carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.

are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference

UF). Where an additional safety factor is
retained due to concerns unique to the
FQPA, this additional factor is applied
to the RfD by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RfD to
accommodate this type of FQPA Safety
Factor.

For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify

A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk is expressed as 1 x 107 or one
in a million). Under certain specific
circumstances, MOE calculations will
be used for the carcinogenic risk
assessment. In this non-linear approach,
a “point of departure” is identified
below which carcinogenic effects are
not expected. The point of departure is
typically a NOAEL based on an
endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOEcancer = point
of departure/exposures) is calculated. A
summary of the toxicological endpoints
for dimethomorph used for human risk
assessment is shown in the following
Table 2:
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR DIMETHOMORPH FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose Used in Risk Assess-
ment, UF

FQPA SF* and Level of
Concern for Risk Assess-
ment

Study and Toxicological Effects

Acute Dietary

Not applicable.

Not applicable.

No effects attributable to a single exposure
(dose) were observed from oral toxicity stud-
ies including developmental toxicity studies.

Chronic Dietaryall populations

NOAEL= 11 mg/kg/day

UF =100

Chronic RfD = 0.1 mg/kg/
day

FQPA SF = 1X
cPAD = chronic RfD/FQPA
SF = 0.1 mg/kg/day

Rat carcinogenicity study

LOAEL = 46.3 mg/kg/day based on decreased
body weight and statistically significant in-
creases in liver lesions in female rats.

Short-term Dermal (1 to 7
days)(Residential)

oral study

NOAEL = 60 mg/kg/day
(dermal absorption factor
= 5%).

LOC for MOE = 100

Developmental Toxicity Study in the rat

LOAEL = 160 mk/kg/day based on decreased
body weight, decreased body weight gain,
and decreased food consumption.

Intermediate -Term Dermal (1
week to several
months)(Residential)

Oral study

NOAEL = 15 mg/kg/day
(dermal absorption factor
=5%

Not applicable.

Subchronic Feeding Study in Dogs

LOAEL = 43 mg/kg/day based on decreased
absolute and relative prostate weight and
possible threshold liver effects.

Long-Term Dermal (several
months to lifetime)

Not applicable.

Not applicable.

The use pattern does not indicate a concern
for long-term exposure/risk.

Short-Term Inhalation (1 to 7
days)

Oral study

NOAEL = 60 mg/kg/day (in-
halation absorption factor
= 100%)

LOC for MOE = 100

Developmental Toxicity Study in the Rat

LOAEL = 160 mg/kg/day based on decreased
body weight, decreased body weight gain,
and decreased food consumption.

Intermediate-Term Inhalation (1
week to several months)

Oral study
NOAEL = 15 mg/kg/day (in-

LOC for MOE = 100

1009%)

halation absorption rate =

Subchronic Feeding Study in Dogs

LOAEL = 43 mg/kg/day based on decreased
absolute and relative prostrate weight and
possible threshold liver effects.

Long-Term Inhalation (several
months to lifetime)

Not applicable.

Not applicable.

The use patterns do not indicate a concern for
long-term exposure/risk.

Cancer (oral, dermal, inhalation)

Not applicable.

Not applicable.

Dimethomorph was classified as Not Likelyto
be a human carcinogen. This classification is
based on the lack of evidence of carcino-
genicity in mice and rats when tested at
doses that were judged to be adequate to
assess carcinogenicity.

* The reference to the FQPA Safety Factor refers to any additional safety factor retained due to concerns unique to the FQPA.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have been
established (40 CFR 180.493) for the
residues of dimethomorph, in or on
grape at 3.5 ppm; hops, cones, dried at
60 ppm; raisins at 6.0 ppm; potato at
0.05 ppm; potato, wet peel at 0.15 ppmy;
tomato at 0.5 ppm and tomato, paste at
1.0 ppm. There were no U.S.
registrations for grape, hop, or raisins at
the time the tolerances were established
for these food commodities. Time-
limited tolerances are established for
residues of dimethomorph in or on
cantaloupe, cucumber, squash, and
watermelon at 1.0 ppm in connection
with the use of the pesticide under
section 18 emergency exemptions. Risk
assessments were conducted by EPA to

assess dietary exposures from
dimethomorph in food as follows:

i. Acute exposure. Acute dietary risk
assessments are performed for a food-
use pesticide if a toxicological study has
indicated the possibility of an effect of
concern occurring as a result of a one
day or single exposure. An acute
exposure assessment was not performed
since no effects attributable to a single
exposure (dose) were observed from oral
toxicity studies.

ii. Chronic exposure. In conducting
this chronic dietary risk assessment the
Dietary Exposure Evaluation Model
(DEEMUO) analysis evaluated the
individual food consumption as
reported by respondents in the USDA
1989-1992 nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I) and accumulated exposure to
the chemical for each commodity. The

chronic exposure assessment is based
on very conservative assumptions that
all commodities that have tolerances for
dimethomorph and the commodities
included in this action will contain
residues (100 percent crop treated) at
the tolerance level.

iii. Cancer. A cancer exposure
assessment was not performed since
dimethomorph is classified as Not
Likely to be a human carcinogen.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
dimethomorph in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
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the physical characteristics of
dimethomorph.

The Agency uses the FQPA Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone Model/Exposure
Analysis Modeling System (PRZM/
EXAMS), to produce estimates of
pesticide concentrations in an index
reservoir. The SCI-GROW model is used
to predict pesticide concentrations in
shallow groundwater. For a screening-
level assessment for surface water EPA
will use FIRST (a tier 1 model) before
using PRZM/EXAMS (a tier 2 model).
The FIRST model is a subset of the
PRZM/EXAMS model that uses a
specific high-end runoff scenario for
pesticides. While both FIRST and
PRZM/EXAMS incorporate an index
reservoir environment, the PRZM/
EXAMS model includes a percent crop
area factor as an adjustment to account
for the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is highly unlikely that drinking
water concentrations would exceed
human health levels of concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a %RfD or %PAD.
Instead, drinking water levels of
comparison (DWLOCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses. Since DWLOCs address
total aggregate exposure to
dimethomorph they are further
discussed in the aggregate risk sections
in Unit IILE of this preamble.

Based on the FIRST and SCI-GROW
models the EECs of dimethomorph for
chronic exposures are estimated to be
28.5 ppb parts per billion (ppb) for
surface water and 0.30 ppb for ground
water.

3. From non-dietary exposure. The
term ‘“residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and

flea and tick control on pets).
Dimethomorph is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative exposure to substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information” concerning the cumulative
effects of a particular pesticide’s
residues and ‘““other substances that
have a common mechanism of toxicity.”

EPA does not have, at this time,
available data to determine whether
dimethomorph has a common
mechanism of toxicity with other
substances or how to include this
pesticide in a cumulative risk
assessment. Unlike other pesticides for
which EPA has followed a cumulative
risk approach based on a common
mechanism of toxicity, dimethomorph
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that dimethomorph has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the final rule for
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997).

D. Safety Factor for Infants and
Children

1. In general. FFDCA section 408
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
that a different margin of safety will be
safe for infants and children. Margins of
safety are incorporated into EPA risk
assessments either directly through use
of a margin of exposure (MOE) analysis
or through using uncertainty (safety)
factors in calculating a dose level that
poses no appreciable risk to humans.

2. Prenatal and postnatal sensitivity.
The developmental and reproductive
toxicity data did not indicate increased
susceptibility of rats or rabbits to in
utero and/or postnatal exposure.

3. Conclusion. There is a complete
toxicity database for dimethomorph and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures. EPA
determined that the 10X safety factor to
protect infants and children should be

reduced to 1X. The FQPA factor was
reduced because:

i. The toxicology database is
complete; the developmental and
reproductive toxicity data did not
indicate increased quantitative or
qualitative susceptibility of rats or
rabbits to in utero and/or postnatal
exposure.

1i. A developmental neurotoxicity
study is not required by the Agency.
There is no evidence of neurotoxicity in
the current toxicity database.

iii. The dietary (food and water)
exposure assessment did not indicate a
concern for potential risk to infants and
children when tolerance level residues
were used. The use of tolerance level
residues results in an overestimate of
dietary exposure.

iv. Residential exposure is not
expected since dimethomorph is not
registered for residential use.

E. Aggregate Risks and Determination of
Safety

To estimate total aggregate exposure
to a pesticide from food, drinking water,
and residential uses, the Agency
calculates DWLOCs which are used as a
point of comparison against the model
estimates of a pesticide’s concentration
in water (EECs). DWLOC values are not
regulatory standards for drinking water.
DWLOGCs are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water [e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)]. This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the U.S. EPA are used to
calculate DWLOCs: 2L/70 kg (adult
male), 2L/60 kg (adult female), and 1L/
10 kg (child). Default body weights and
drinking water consumption values vary
on an individual basis. This variation
will be taken into account in more
refined screening-level and quantitative
drinking water exposure assessments.
Different populations will have different
DWLOGs. Generally, a DWLOC is
calculated for each type of risk
assessment used: acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
groundwater are less than the calculated
DWLOCs, EPA concludes with
reasonable certainty that exposures to
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the pesticide in drinking water (when
considered along with other sources of
exposure for which EPA has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because EPA considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. If new uses are added in the
future, EPA will reassess the potential
impacts of residues of the pesticide in

drinking water as a part of the aggregate
risk assessment process.

1. Acute risk. An appropriate
endpoint attributable to a single
exposure for the general U.S. population
(including infants and children) was not
identified. An acute risk assessment was
not performed, since no acute risk from
dietary exposure is expected.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to dimethomorph from
food will utilize 5% of the cPAD for the
U.S. population, 6% of the cPAD for

infants less than 1 year old and 10% of
the cPAD for children 1 to 6 years old,
the subpopulation at greatest exposure.
There are no residential uses that result
in chronic residential exposure to
dimethomorph. In addition, there is
potential for chronic dietary exposure to
dimethomorph in drinking water. After
calculating DWLOCs and comparing
them to the EECs for surface and ground
water, EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in the following
Table 3:

TABLE 3.—AGGREGATE RISK ASSESSMENT FOR CHRONIC (NON-CANCER) EXPOSURE TO DIMETHOMORPH

Population Subgroup C'T(’g% ;;/g/ ?F%%ﬁ? Wi?en;alggc Wgtrgrulggc lg\r/]vrl(_)gé
(ppb) (ppb) (ppb)
U.S. Population 0.10 5 28.5 0.30 3,300
Infants, less than 1 year old 0.10 6 28.5 0.30 940
Children, 1 to 6 years old 0.10 10 28.5 0.30 900
Females 13 to 50 years old 0.10 5 28.5 0.30 2,900

3. Short- and intermediate-term risk.
Short-term and intermediate-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Dimethomorph is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

4. Aggregate cancer risk for U.S.
population. The Agency concludes that
pesticidal uses of dimethomorph are not
likely to pose a carcinogenic hazard to
humans.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to
dimethomorph residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

An adequate method is available for
enforcement of the tolerances. FAMS
002-02 is a high pressure liquid
chromatography analytical method with
ultraviolet detection and is adequate for
determining residues of dimethomorph
per se. The method has been
successfully validated by the Agency’s
Analytical Laboratory. The method may
be requested from: Paul Golden, U.S.
EPA/OPP/BEAD/ACB, Environmental
Science Center, 701 Mapes Road, Fort

Meade, MD 20755-5350; telephone
number: 410-305-2960; FAX 410-305—
3091; e-mail address: RAM Mailbox.

B. International Residue Limits

There are no established or proposed
maximum residue limits or tolerances
for dimethomorph in or on hop, dried
cones; lettuce, leaf; lettuce, head;
vegetable, cucurbit, group; or vegetable,
bulb, group.

V. Conclusion

Therefore, the tolerance is established
for residues of dimethomorph, [(E,Z)4-
[3-(4-chlorophenyl)-3-(3,4-
dimethoxyphenyl)-1-oxo-2-
propenyllmorpholine]], in or on hop,
dried cones at 60 ppm; lettuce, leaf and
lettuce, head at 10 ppm; vegetable,
cucurbit, group at 0.5 ppm; and
vegetable, bulb, group at 2.0 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.

The new section 408(g) provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d), as was provided in the
old FFDCA sections 408 and 409.
However, the period for filing objections
is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2002-0221 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before November 26, 2002.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI Information so
marked will not be disclosed except in
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accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900C),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460. You may also deliver your
written request to the Office of the
Hearing Clerk in Rm. 104, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA. The Office of the Hearing
Clerk is open from 8 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Office of the Hearing Clerk is (703) 603—
0061.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in Unit I.B.2. Mail your
copies, identified by docket ID number
OPP-2002-0221, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,

Washington, DC 20460. In person or by
courier, bring a copy to the location of
the PIRIB described in Unit I.B.2. You
may also send an electronic copy of
your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,

entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘“‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these same reasons, the Agency has
determined that this rule does not have
any ‘““tribal implications” as described
in Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
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Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must

submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: September 23, 2002.
Peter Caulkins,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346(a) and
371.

2. Section 180.493 is amended by
removing the entry for “Hops, cones,
dried 1, and by alphabetically adding
the following commodities to the table
in paragraph (a)(1) to read as follows:

§180.493 Dimethomorph; tolerances for
residues.

(a) General. * * *

Commodity

Parts per million

Hop, dried cones

Lettuce, head
Lettuce, leaf

Vegetable, bulb, group
Vegetable, cucurbit, group

* * * * *
* * * * *
* * * * *

60

10

2.0
0.5

* * * * *

[FR Doc. 02—24485 Filed 9—26—02; 8:45 am)]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP—2002-0195; FRL—7199-5]

Spinosad; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of spinosad in or
on fig at 0.10 part per million (ppm);
herb, fresh, subgroup at 3.0 ppm; herb,
dried, subgroup at 22 ppm; vegetable,
root and tuber, group at 0.10 ppm;
caneberry subgroup at 0.70 ppm; grape
at 0.50 ppm; grape, raisin at 0.70 ppm;
peanut at 0.02 ppm; and beet, sugar,
molasses at 0.75 ppm. This regulation
also increases established tolerances for
cattle, meat to 0.50 ppm; cattle, meat
byproducts to 2.0 ppm; cattle, fat to 6.5
ppm; milk to 2.5 ppm; and milk, fat to
27 ppm. The Interregional Research
Project Number 4 (IR-4) and Elanco

Animal Health, A Division of Eli Lily
and Company, requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA), as
amended by the Food Quality Protection
Act (FQPA) of 1996.

DATES: This regulation is effective
September 27, 2002. Objections and
requests for hearings, identified by
docket ID number OPP-2002-0195,
must be received on or before November
26, 2002.

ADDRESSES: Written objections and
hearing requests may be submitted by
mail, in person, or by courier. Please
follow the detailed instructions for each
method as provided in Unit VI. of the
SUPPLEMENTARY INFORMATION. To ensure
proper receipt by EPA, your objections
and hearing requests must identify
docket ID number OPP-2002-0195 in
the subject line on the first page of your
response.

FOR FURTHER INFORMATION CONTACT: By
mail: Sidney Jackson, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave.,
NW.,Washington, DC 20460; telephone
number: (703) 305—-7610; e-mail address:
jackson.sidney@epa.gov.

SUPPLEMENTARY INFORMATION:

1. General Information
A. Does this Action Apply to Me?

You may be affected by this action if
you are an agricultural producer, food
manufacturer, or pesticide
manufacturer. Potentially affected
categories and entities may include, but
are not limited to:

Examples of poten-
Categories NAICS tially Iaalffectedpenti-
codes ;
ties
Industry 111 Crop production
112 Animal production
311 Food manufac-
32532 turing
Pesticide manufac-
turing

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether or not this action might apply
to certain entities. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
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listed under FOR FURTHER INFORMATION
CONTACT.

B. How Can I Get Additional
Information, Including Copies of this
Document and Other Related
Documents?

1. Electronically. You may obtain
electronic copies of this document, and
certain other related documents that
might be available electronically, from
the EPA Internet Home Page at http://
www.epa.gov/. To access this document,
on the Home Page select “Laws and
Regulations,” “Regulations and
Proposed Rules,” and then look up the
entry for this document under the
“Federal Register—Environmental
Documents.” You can also go directly to
the Federal Register listings at http://
www.epa.gov/fedrgstr/. A frequently
updated electronic version of 40 CFR
part 180 is available at http://
www.access.gpo.gov/nara/cfr/
cfrhtml_00/Title_40/40cfr180_00.html, a
beta site currently under development.
To access the OPPTS Harmonized
Guidelines referenced in this document,
go directly to the guidelines at http://
www.epa.gov/opptsfrs/home/
guidelin.htm.

2. In person. The Agency has
established an official record for this
action under docket ID number OPP—
2002-0195. The official record consists
of the documents specifically referenced
in this action, and other information
related to this action, including any
information claimed as Confidential
Business Information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period is
available for inspection in the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The PIRIB telephone number
is (703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of May 3,
2000, 65 FR 2572, FRL-6555-9 and
August 21, 2002, 67 FR 54200, (FRL—
7191-6), EPA issued notices pursuant to
section 408 of the FFDCA, 21 U.S.C.
3464, as amended by FQPA (Public Law
104-170), announcing the filing of
pesticide petition (PP 0F6115) by Elanco
Animal Health, a Division of Eli Lilly

and Company, 2001 W. Main St.,
Greenfield, IN 46140, and (PP 1E6321,
2E6354, 2E6370, 2E6384, 2E6400, and
2E6422) by the Interregional Research
Project Number 4 (IR—4), 681 U.S.
Highway #1, South, North Brunswick,
NJ 08902—-3390. These notices included
summaries of the petitions prepared by
Dow AgroScience LLC, Indianapolis, IN
46268, the registrant. There were no
comments received in response to the
notices of filing.

The petitions requested that 40 CFR
180.495 be amended by establishing
tolerances for residues of the insecticide
spinosad, in or on food commodities as
follows:

1. PP 1E6321 proposed establishment
of a tolerance for fig at 0.1 ppm,

2. PP 2E6354 proposed establishment
of a tolerance for herbs subgroup at 8.0
ppm. The petition was revised to
propose tolerances for the herb, fresh,
subgroup at 3.0 ppm; and the herb,
dried, subgroup at 22 ppm.

3. PP 2E6384 proposed establishment
of tolerances for root vegetable subgroup
at 0.10 ppm, and dry bulb onion at 0.1
ppm. The petition was revised to
propose a tolerance for the vegetable,
root and tuber, group at 0.10 ppm; and
a separate tolerance for beet, sugar,
molasses at 0.75 ppm.

4. PP 2E6400 proposed establishment
of a tolerance for caneberry subgroup at
0.7 ppm,

5. PP 2E6422 proposed establishment
of tolerances for grape at 0.6 ppm, grape
juice at 1.2 ppm, and raisin at 0.6 ppm.
The petition was amended to propose
tolerances for grape at 0.50 ppm; and
grape, raisin at 0.70 ppm. The Agency
determined that a tolerance for grape
juice is not needed.

6. PP 2E6370 proposed establishment
of a tolerance for peanut at 0.02 ppm,

7. PP OF6115 proposed to increase the
established tolerances for cattle meat,
meat byproducts, fat, milk and milk fat.
The increased tolerances are needed in
support of proposed registration for
direct application to beef and dairy
cattle for insect control. Tolerances were
proposed for cattle, meat at 0.45 ppm;
cattle, meat byproducts at 2.25 ppm;
cattle, fat at 5.75 ppm; milk at 0.75 ppm;
and milk, fat at 8.0 ppm. The petition
was subsequently revised to propose
tolerances for cattle, meat at 0.50 ppm;
cattle meat byproducts at 2.0 ppm;
cattle, fat at 6.5 ppm; milk at 2.5 ppm;
and milk, fat at 27 ppm.

Existing tolerances under § 180.495(a)
for beet, garden, roots at 0.10 ppm, beet,
sugar, roots at 0.10 ppm, and tuberous
and corm vegetables (crop group 1C) at
0.02 ppm are no longer needed and will
be removed. They are replaced with the
new tolerance for vegetable, root and

tuber, group at 0.10 ppm. Existing
tolerances for section 18 emergency
exemption under §180.495(b) for beet,
sugar at 0.020 ppm; beet, sugar,
molasses at 0.25 ppm; peanut at 0.02
ppm; milk, whole at 2.0 ppm and milk,
fat at 20.0 ppm are also not needed and
will be removed. Tolerances established
by this regulation under §180.495 (a) for
the vegetable, root and tuber, group at
0.10 ppm; beet, sugar, molasses at 0.75
ppm; peanut at 0.02 ppm; milk at 2.5
ppm; and milk, fat at 27 ppm obviate
the need for these section 18 emergency
exemptions.

Spinosad is a fermentation product of
Saccharopolyspora spinosa. The
product consists of two related active
ingredients: Spinosyn A (Factor A; CAS
No. 131929-60-7) or 2-[(6-deoxy-2,3,4-
tri-O-methyl-"N-L-manno-
pyranosyl)oxyl-13-[[5-(dimethylamino)-
tetrahydro-6-methyl-2H-pyran-2-ylloxyl-
9-ethyl-2,3,3a,5a,5b,6,9,10,11,
12,13,14,16a,16b-tetradecahydro-14-
methyl-1H-as-Indaceno(3,2-
dJoxacyclododecin-7,15-dione; and
Spinosyn D (Factor D; CAS No. 131929—
63-0) or 2-[(6-deoxy-2,3,4-tri-O-methyl-
"N-L-manno-pyranosyl)oxy]-13-[[5-
(dimethyl-amino)-tetrahydro-6-methyl-
2H-pyran-2-yl]oxy]-9-ethyl-
2,3,3a,5a,5b,6,9,10,11,12,13,14,16a, 16b-
tetradecahydro-4,14-methyl-1H-as-
Indacenol3,2-d]Joxacyclododecin-7,15-
dione. Typically, the two factors are
present at an 85:15 (A:D) ratio.

Section 408(b)(2)(A)(@) of the FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) defines “safe” to
mean that “there is a reasonable
certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “‘ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
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Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of and to make a determination
on aggregate exposure, consistent with
section 408(b)(2), for tolerances for
residues of spinosad on fig at 0.10 ppm;
herb, fresh, subgroup at 3.0 ppm; herb,

dried, subgroup at 22 ppm; vegetable,
root and tuber, group at 0.10 ppm;
caneberry subgroup at 0.7 0 ppm; grape
at 0.50 ppm; grape, raisin at 0.70 ppm;
peanut at 0.02 ppm; beet, sugar,
molasses at 0.75 ppm; cattle, meat at
0.50 ppm; cattle, meat byproducts at 2.0
ppm; cattle, fat at 6.5 ppm; milk at 2.5
ppm and milk, fat at 27 ppm. EPA’s
assessment of exposures and risks
associated with establishing these
tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered their

validity, completeness, and reliability as
well as the relationship of the results of
the studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by spinosad are
discussed in the following Table 1 as
well as the no-observed-adverse-effect-
level (NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No. Study Type Results
870.3100 90-Day oral toxicity ro- NOAEL = 7.5 mg/kg/day in males and females.
dents—mouse LOAEL = 22.5 mg/kg/day in males and females; based on cytoplasmic vacuolation
of lymphoid organs, liver, kidney, stomach, female reproductive tract, and epi-
didymis. Other tissues less severely affected are heart, lung, pancreas, adrenal
cortex, bone marrow, tongue, and pituitary gland.
870.3100 90-Day oral toxicity ro- NOAEL = 33.9 mg/kg/day in males; 38.8 mg/kg/day in females
dents—rat LOAEL = 68.5 mg/kg/day in males; 78.1 mg/kg/day in females based on adrenal
cortical vacuolation in males, lymph node histiocytosis in both sexes.
870.3100 90-Day oral toxicity ro- NOAEL = 42.7 mg/kg/day in males; 52.1 mg/kg/day in females, highest dose tested
dents—rat (HDT).
LOAEL = Not observed in males and females.
870.3150 90-Day oral toxicity non- NOAEL = 4.89 mg/kg/day in males; 5.38 mg/kg/day in females
rodents—dog LOAEL = 9.73 mg/kg/day in males; 10.47 mg/kg/day in females based on micro-
scopic changes in a variety of tissues, clinical signs of toxicity, decreases in mean
body weights and food consumption and biochemical evidence of anemia and
possible liver damage.
870.3200 Repeated dose dermal NOAEL = 1,000 mg/kg/day in males and females (HDT).
toxicity—rabbit (21 LOAEL = Not observed.
days)
870.3700 Prenatal developmental in | Maternal NOAEL = 200 mg/kg/day (HDT).
rodents—rat LOAEL = Not observed.
Developmental NOAEL = 200 mg/kg/day (HDT).
LOAEL = Not observed.
870.3700 Prenatal developmental in | Maternal NOAEL = 50 mg/kg/day (HDT).
nonrodents—rabbit LOAEL = Not observed.
Developmental NOAEL = 50 mg/kg/day (HDT).
LOAEL = Not observed.
870.3800 Reproduction and fertility | Parental/systemic NOAEL = 10 mg/kg/day .
effects—rat LOAEL = 100 mg/kg/day based on increases in heart, kidney, liver, spleen, and thy-
roid weights (both sexes), corroborative histopathology in the spleen and thyroid
(both sexes), heart and kidney (males only), and histopathologic lesions in the
lungs and mesenteric lymph nodes (both sexes), stomach (females only), and
prostate.

Reproductive NOAEL = 10 mg/kg/day.

LOAEL = 100 mg/kg/day based on increased incidence of dystocia and/or vaginal
bleeding after parturition with associated increases in mortality in the dams.

Offspring NOAEL = 10 mg/kg/day.

LOAEL = 100 mg/kg/day based on decreases in litter size, survival and body
weights.

870.4100 Chronic toxicity—dog NOAEL = 2.68 mg/kg/day in males, 2.72 mg/kg/day in females.

LOAEL = 8.46 mg/kg/day in males; 8.22 mg/kg/day in females based on increases
in serum alanine aminotransferase, aspartate aminotransferase, and triglycerides
levels, and the presence of tissue abnormalities, including vacuolated cell aggre-
gations, arteritis, and glandular cell vacuolation (parathyroid).
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870.4200 Carcinogenicity— mouse NOAEL = 11.4 mg/kg/day in males, 13.8 mg/kg/day in females.

LOAEL = 50.9 mg/kg/day in males; 67.0 mg/kg/day in females based on decreased
weight gains, increased mortality, the hematologic effects, and the gross finding of
increased thickening of the gastric mucosa in females and the histologic changes
in the stomach of males.

No evidence of carcinogenicity.

870.4200 Carcinogenicity—mouse NOAEL not established.

LOAEL = 1.1 mg/kg/day in males; 1.3 mg/kg/day in females.

No evidence of carcinogenicity.

870.4300 Chronic/carcinogenicity— | NOAEL = 9.5 mg/kg/day in males, 12.0 mg/kg/day in females.
rat LOAEL = 24.1 mg/kg/day in males; 30.3 mg/kg/day in females based on vacuolation

of the epithelial follicular cells of the thyroid in both sexes.

No evidence of carcinogenicity.

870.5300 Mouse lymphoma cell/ In a forward mutation assay using mouse lymphoma cells, spinosad did not induce
mammalian activation forward mutations in mouse